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This is a readoption of emergency rulemaking action no. 2017-1127-0SE, which 
provides licensing and enforcement criteria for commercial cannabis businesses in 
California, including distributors, retailers, microbusinesses, temporary cannabis events, 
and testing laboratories. These regulations inform applicants for licensure of the 
applicable meaning of key statutory terms, identify the documents and supplemental 
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Regulation and Safety Act (MAUCRSA), found in Business & Professions Code, section 
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PROPOSED EMERGENCY REGUIATIONS LEGEND 

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

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



BUREAU OF CANNABIS CONTROL 
TEXT OF REGULATIONS 

CALIFORNIA CODE OF REGULATIONS 
TITLE 16 

DIVISION 42. BUREAU OF CANNABIS CONTROL 

Chapter 1. ALL BUREAU LICENSEES 

Article 1. Division Definitions 

§ 5000. Definitions 

For the purposes of this division, the definitions in this section shall govern the construction of 
this division unless otherwise indicated. 

(a) "Act" means the Medicinal and Adult-Use Cannabis Regulation and Safety Act. 

(b) "Bureau" means the Bureau of Cannabis Control, previously named the Bureau of Marijuana 
Control, Bureau of Medical Cannabis Regulation, and Bureau of Medical Marijuana Regulation. 

(c) "Cannabis goods" means cannabis, including dried flower, and products containing cannabis. 

(d) "Cannabis waste" means waste that is not hazardous waste, as defined in Public Resources 
Code section 40141, and is organic waste, as defined in Public Resources Code section 42649.8, 
subdivision (c), that contains cannabis and that has been made unusable and unrecognizable in 
the manner prescribed in sections 5054 and 5055 of this division. 

(e) "Canopy" means the designated area( s) at a licensed f)Femise premises that will contain 
mature plants at any point in time. 

(f) "Delive1y employee" means an individual employed by a retailer who delivers cannabis 
goods from the retailer premises to a customer at a physical address. 

(g) "Free cannabis goods" means any amount of cannabis goods provided to any person without 
cost or payment or exchange of any other thing of value. 

(h) "Limited-access area" means an area in which cannabis goods are stored or held and is only 
accessible to a licensee and its employees and contractors. 

(i) "Lot number" or "batch number" means a distinctive group ofnumbers, letters, or symbols or 
any combination of these that is unique to a group of cannabis goods. 

(j) "Medicinal cannabis patient" includes a qualified patient as defined in Health and Safety 
Code section 11362.7 and a person in possession of a valid identification card issued under 
Health and Safety Code section 11362.71. 
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(k) "Nonvolatile solvent" means any solvent used in the extraction process that is not a volatile 
solvent. For purposes of this division, a nonvolatile solvent includes carbon dioxide (CO2) used 
for extraction and ethanol used for extraction or post-extraction processing. 

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

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

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

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

(p) "Security monitoring" means the continuous and uninterrupted attention to potential alarm 
signals that can be transmitted from a security alann system for the purpose of summoning law 
enforcement. 

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

(r) "Transport" means the physical movement of cannabis goods from one licensed premises to 
another licensed premises. 

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

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

Article 2. Applications 

§ 5001. Temporary License Application Requirements 

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

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

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

(2) Provide an email address; and 
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(3) Provide the owner's first and last name, primary phone nwnber, social security nwnber or 
individual taxpayer identification number, date ofbirth, and mailing address. 

(c) An application must be completed by an owner as defined by section 5003 of this division. 
An application must be submitted to the Bureau for each temporary license applied for. An 
application for a temporary license includes: 

(1) The legal business name of the applicant. 

(2) The email address of the applicant's business and the telephone nwnber for the premises. 

(3) The business' federal employer identification nwnber. 

(4) A description of the business organizational structure of the applicant, such as partnership or 
corporation. 

(5) The teffifJorary lieense tyf)e that is being requested. 

(e) The lieense designation requested, A lieense or M lieense, for all lieense t)'f)es other than 
testing laboratories. 

(5) The commercial cannabis license that the applicant is applying for, and whether the applicant 
is requesting that the license be designated as medicinal, adult-use, or both. Testing laboratory 
applicants do not have to designate medicinal or adult-use, as testing laborato1y licenses allow 
the holder to test both medicinal and adult-use cannabis. 

(+_[) The contact information for the applicant's designated primary contact person including the 
name, title, phone nwnber, and email address of the individual. 

(&1) For each owner who meets the criteria of Business and Professions Code section 26001(al), 
the owner's name, title, percentage of ownership, mailing address, telephone number, and email 
address if applicable. 

(9!l.) The physical address of the premises to be licensed. 

(-l-02) Evidence that the applicant has the legal right to occupy and use the proposed location that 
complies with section 5007 of this division. 

(-l--l-10) A premises diagram pursuant to section 5006. 

(-1±11) A copy of a valid license, permit, or other authorization issued by a local jurisdiction, that 
enables the applicant to conduct commercial cannabis activity at the location requested for the 
temporary license. For purposes of this section, "other authorization" shall include, at a 
minimwn, a written statement or reference that clearly indicates the local jurisdiction intended to 
grant permission for the commercial cannabis activity or to the person to conduct commercial 
cannabis activity at the premises. Upon receipt of the application, the Bureau shall contact the 
applicable local jurisdiction to confirm the validity of the authorization. If the local jurisdiction 
does not respond within 10 calendar days, the Bureau shall consider the authorization valid. 
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(I;i) Attestation to the following statement: Under penalty of perjury, I hereby declare that the 
information contained within and submitted with the application is complete, true, and accurate. I 
understand that a misrepresentation of fact is cause for rejection of this application, denial of the 
license, or revocation of a license issued. 

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

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

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

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

Authority: Section 26013, Business and Professions Code. Reference: Section 26050.1, Business 
and Professions Code. 

§ 5002. Annual License Application Requirements 

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

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

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

(2) Provide an email address; and 

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

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

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

(2) If applicable, the business trade name ("DBA") of the applicant. 
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(3) The lieeRse type the !lflplieant is !lflplyiflg fer, iRelaEliRg A lieeRSe or M lieeRse Elesigaation 
fer all lieeRse types other than testing laboratories. The commercial cannabis license that the 
applicant is applying for, and whether the applicant is requesting that the license be designated as 
medicinal, adult-use, or both. Testing laboratory applicants do not have to designate medicinal or 
adult-use, as testing laboratory licenses allow the holder to test both medicinal and adult-use 
cannabis. 

(4) Payment of an application fee pursuant to section 5014 of this division. 

(5) Whether the owner is serving or has previously served in the military. Disclosure ofmilitary 
service is voluntary. An applicant who has served as an active duty member of the Armed Forces 
of the United States and was honorably discharged and who can provide evidence of such 
honorable discharge shall have his or her application expedited pursuant to Business and 
Professions Code section 115.4. 

(6) A list of the license types and the license numbers issued from the Bureau and all other state 
cannabis licensing authorities that the applicant holds, including the date the license was issued 
and the licensing authority that issued the license. 

(7) Whether the applicant has been denied a license or has had a license suspended or revoked by 
the Bureau or any other state cannabis licensing authority. The applicant shall provide the type of 
license applied for, the name of the licensing authority that denied the application, and the date 
ofdenial. 

(8) The physical address of the premises. 

(9) The mailing address for the applicant, if different from the premises address. 

(I 0) The telephone number for the premises. 

(11) The website address and email address of the applicant's business. 

(12) The business' federal employer identification number. 

(I 3) Contact information for the applicant's designated primary contact person including the 
name, title, phone number, and email address of the individual. 

(14) A description of the business organizational structure of the applicant, such as partnership or 
corporation. 

(15) The business-formation documents, which may include, but are not limited to, articles.of 
incorporation, operating agreements, partnership agreements, and fictitious business name 
statements. The applicant shall also provide all documents filed with the California Secretary of 
State, which may include, but are not limited to, articles of incorporation, certificates of stock, 
articles of organization, certificates of limited partnership, and statements of partnership 
authority. If the commercial cannabis business is held in trust, the applicant shall provide a copy 
of the trust. 

(16) A list of every fictitious business name the applicant is operating under including the 
address where the business is located. 
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(17) A commercial cannabis business that is a foreign corporation shall include in its application 
the certificate of qualification issued by the Secretary of State of California. 

(18) The applicant shall supply the following financial information: 

(A) A list of funds belonging to the applicant held in savings, checking, or other accounts 
maintained by a financial institution. The applicant shall provide, for each account, the financial 
institution's name, the financial institution's address, account type, account number, and the 
amount ofmoney in the account. 

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

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

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

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

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

(A) The full name of the owner. 

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

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

(D) The owner's social security number or individual taxpayer identification number. 

(E) The owner's mailing address. 

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

(G) The owner's email address. 

(H) The owner's current employer. 

(I) The percentage of the ownership interest held in the applicant entity by the owner. 

(J) Whether the owner has an ownership or a financial interest as defined in sections 5003 and 
5004, respectively, of this division in any other commercial cannabis business licensed under the 
Act. 
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(K) A copy of the owner's government-issued identification. Acceptable forms ofidentification 
are a document issued by a federal, state, county, or municipal government that includes the 
name, date ofbirth, physical description, and picture of the person, such as a driver license. 

(L) A detailed description of the owner's convictions. A conviction within the meaning of this 
section means a plea or verdict of guilty or a conviction following a plea ofnolo contendere. 
Convictions dismissed under Penal Code section 1203.4 or equivalent non-California law must 
be disclosed. Convictions dismissed under Health and Safety Code section 11361.8 or equivalent 
non-California law must be disclosed. Juvenile adjudications and traffic infractions under $300 
that did not involve alcohol, dangerous drugs, or controlled substances do not need to be 
included. For each conviction, the owner shall provide the following: 

(i) The date of conviction. 

(ii) Dates of incarceration, if applicable. 

(iii) Dates ofprobation, if applicable. 

(iv) Dates ofparole, if applicable. 

(v) A detailed description of the offense for which the owner was convicted. 

(vi) A statement of rehabilitation for each conviction. The statement of rehabilitation is to be 
written by the owner and may contain evidence that the owner would like the Bureau to consider 
that demonstrates the owner's fitness for licensure. Supporting evidence may be attached to the 
statement of rehabilitation and may include, but is not limited to, a certificate ofrehabilitation 
under Penal Code section 4852.01, and dated letters ofreforence from employers, instructors, or 
professional counselors that contain valid contact information for the individual providing the 
reference. 

(M) If applicable, a detailed description ofany suspension ofa commercial cannabis license, 
revocation of a commercial cannabis license, or sanctions for unlicensed commercial cannabis 
activity by a licensing authority or local agency against the applicant or a business entity in 
which the applicant was an owner or officer within the three years immediately preceding the 
date of the application. 

(N) Attestation to the following statement: Under penalty ofperjury, I hereby declare that the 
information contained within and submitted with the application is complete, true, and accurate. I 
understand that a misrepresentation of fact is cause for rejection of this application, denial of the 
license, or revocation of a license issued. 

(21) Evidence that the applicant has the legal right to occupy and use the proposed location that 
complies with section 5007 of this division. 

(22) Evidence that the proposed premises is in compliance with Business and Professions Code 
section 26054(b ). 

(23) For an applicant with 20 or more employees, the applicant shall attest that the applicant has 
entered into a labor peace agreement and will abide by the terms of the agreemen(, and the 
apj3lieoot shall J3FOYide a eoJ3y oftlie agreemeat to the Bareau. For applicants who have not yet 
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entered into a labor peace agreement, the applicant shall provide a notarized statement indicating 
that the applicant will enter into and abide by the terms of a labor peace agreement as soon as 
reasonably practicable after licensure. 

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

(25) A diagram of the premises as required by section 5006 of this division. 

(26) Proof of a bond as required by section 5008 of this division. 

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

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

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

(A) Transportation Procedures 

(i) A description of the applicant's procedure for transportation of cannabis goods, including 
whether or not the applicant will be transporting cannabis goods or contracting for transportation 
services. 

(B) Inventory Procedures 

(i) A description of the applicant's procedure for receiving shipments of inventory. 

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

(iii) The applicant's procedure for performing inventory reconciliation and for ensuring that 
inventory records are accurate. 

(C) Non-Laboratory Quality Control Procedures 

(i) The applicant's procedures for preventing the deterioration of cannabis goods held by the 
applicant. 

(ii) The applicant's procedures for ensnring that cannabis goods are properly packaged and 
labeled prior to retail sale. 

(iii) The applicant's procedures for ensuring that a licensed testing laboratory samples and 
analyzes cannabis goods held by the applicant. 
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(D) Security Procedures 

(i) The applicant's procedure for allowing individuals access to the premises. 

(ii) A description of the applicant's video surveillance system, including camera placement and 
procedures for the maintenance ofvideo surveillance equipment. 

(iii) How the applicant will ensure that all access points to the premises will be secured, 
including the use of security personnel. 

(iv) A description of the applicant's security alarm system. 

(E) Cannabis Waste Procedures 

(i) The applicant's procedure for disposing ofcannabis waste, including whether the applicant 
will be using a local agency or waste hauler permitted by a local agency or self-hauling the waste 
to a solid waste facility. If the applicant will be using a local agency or waste hauler permitted by 
a local agency, the applicant shall include the information required under section 5055(e)(l). 

(ii) The applicant's procedure for composting cannabis waste on the licensed premises, if 
applicable. 

(iii) How the applicant will ensure that all access to cannabis waste is restricted to the licensee 
and its employees, and the local agency or waste hauler franchised, contracted, or permitted by a 
local agency. 

(F) Delivery Procedures 

(i) The applicant's procedures for accepting orders and processing orders. 

(ii) The applicant's procedures for confirming the age and identity of the customer receiving the 
delivery and verifying that the address for delivery meets the requirements of section 5416 of 
this division. 

(iii) The applicant's procedure for delivering cannabis goods, including the vehicles and Global 
Positioning System devices that will be used. 

(30) For applicants applying for a microbusiness license, the application shall include a detailed 
description of the applicant's operating procedures required by this section for each cannabis 
activity the applicant intends to engage in. 

(31) For applicants applying for a testing laboratory license, in addition to the operating 
procedures required under subsection ( c )(29) of this section, the standard application shall 
include the operating procedures required by chapter 6 of this division. 

(32) The limited waiver of sovereign immunity required by section 5009 of this division, if 
applicable. 

(33) Evidence of exemption from, or compliance with, the California Environmental Quality Act 
as required by section 5010. 
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Authority: Sections 115.4 and 26013, Business and Professions Code. Reference: Sections 115.4, 
144 and 26051.5, Business and Professions Code. 

§ 5003. Designation of Owner 

(a) All applicants for a commercial cannabis license shall have at a minimum one individual who 
meets the definition of"owner" under Business and Professions Code section 2600l(al) and who 
will submit the information required of owners under section 5002. 

(b) "Owner" means any of the following: 

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

(2) The chief executive officer of a nonprofit or other entity. 

(3) A member of the board of directors of a nonprofit. 

(4) The trustee(s) and all persons who have control of the trust and/or the commercial cannabis 
business that is held in trust. 

(42) An individual who will be participating in the direction, control, or management of the 
person applying for a license. An ewner vme is an indiviElual partieipa-ting in the direetien, 
eentrel, er management efthe eernrnereial eannaais business Such an individual includes any of 
the following: 

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

(B) A non-member manager or managing member of a limited liability eernpany sf a 
commercial cannabis business that is organized as a limited liability company. 

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

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

{ c) When an entity has an aggregate ownership interest of 20 percent or more in the commercial 
cannabis business then the chief executive officer and/or members of the board of directors of 
the entity shall be considered owners. 

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

§ 5004. Financial Interest in a Commercial Cannabis Business 

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

(c) Notwithstanding subsection (b), the following persons are not required to be listed on an 
application for Iicensure under section 5002( c )( 19): 

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

(2) Persons whose only financial 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 

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

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

§ 5005. Personnel Prohibited from Holding Licenses 

(a) A license authorized by the Act and issued by the Bureau 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 ofits 
political subdivisions when the duties of such person have to do with the enforcement of the Act 
or any other penal provisions oflaw of this State prohibiting or regulating the sale, use, 
possession, transportation, distribution, testing, manufacturing, or cultivation of cannabis goods. 

(b) This section applies to, but is not limited to, any person 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. 

(c) No person listed in subsection (a) or (b) may have any ownership interest, directly or 
indirectly, in any business to be operated or conducted under a cannabis license. 

(d) This section does not apply to any person who holds a license in the capacity of executor, 
administrator, or guardian. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26012, Business 
and Professions Code. 

§ 5006. Premises Diagram 

(a) An applicant shall submit to the Bureau, with the application, a complete and detailed 
diagram of the proposed premises. The diagram shall be used by the Bureau to determine 
whether the premises meets the requirements under this division and the Act. The Bureau shall 
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deny an application if the premises does not qualify for licensure pursuant to Business and 
Professions Code section 26057. 

(b) The diagram shall show the boundaries of the property and the proposed premises to be 
licensed, showing all boundaries, dimensions, entrances and exits, interior partitions, walls, 
rooms, windows, and doorways, and e0mm0n er shi¼Fed entr)ways, and shall include a brief 
statement or description of the principal activity to be conducted therein. 

(c) The diagram shall show and identify commercial cannabis activities that will take place in 
each area of the premises, and identify limited-access areas. Commercial cannabis activities that 
shall be identified on the diagram include the following, if applicable to the business operations: 
storage, batch sampling, loading or unloading of shipments, packaging and labeling, customer 
sales, loading for deliveries, extraction, cultivation, and processing. 

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

(e) The diagram shall be to scale. 

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

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

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

{i) Ifthe proposed premises will be a microbusiness that includes cultivation activities, in 
addition to the requirements of subsections (b) through (g), the premises diagram shall also 
include all the required information for a premises diagram under section 550l(d) of this 
division. 

(j) If a proposed premises is located on only a portion of a property that also includes a 
residence, the diagram shall clearly show the designated buildings for the premises and the 
residence. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26051.5, Business 
and Professions Code. 

§ 5007. Landowner Approval 

(a) If the applicantis not the landowner of the real property upon which the premises is located, 
the applicant shall provide to the Bureau a document from the landowner or the landowner's 
agent that states that the applicant has the right to occupy the property and acknowledges that the 
applicant may use the property for the commercial carmabis activity for which the applicant is 
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applying for licensure. An applicant shall also provide a copy of the rental agreement, as 
applicable. 

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

Authority: Section 26013, Business and Professions Code. Reference: Section 26051.5, Business 
and Professions Code. 

§5008. Bond 

An applicant shall provide proof ofhaving obtained a surety bond of at least $5,000 payable to 
the State ofCalifornia to ensure payment of the cost incurred for the destruction of cannabis 
goods necessitated by a violation of the Act or the regulations adopted thereunder. All bonds 
required under this regulation must be issued by a corporate surety licensed to transact surety 
business in the State of California and shall be issued on the Commercial Cannabis Licensee 
Bond form under Title 11, California Code of Regulations, Article 56, section 118.1. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26051.5, Business 
and Professions Code. 

§ 5009. Limited Waiver of Sovereign Immnnity 

(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, regardless of the form of relief sought, whether monetary or otherwise, 
under the state laws and regulations governing commercial cannabis activity. The applicant or 
licensee must submit a written waiver of sovereign immunity to the Bureau with any license 
application or renewal, which is valid for the period of the license. The written waiver shall 
include that the applicant or licensee has the lawful authority to enter into the waiver required by 
this section, the applicant or licensee hereby waives sovereign immunity, and the applicant or 
licensee agrees to do all of the following: 

(1) Provide documentation to the Bureau that establishes that the applicant or licensee has the 
lawful authority to enter into the waiver required by this section; 

(2) Conduct all commercial cannabis activity in full compliance with the state laws and 
regulations governing commercial cannabis activity, including submission to all enforcement 
provisions thereof; 

(3) Allow access as required by state statute or regulation by persons or entities charged with 
duties under the state laws and regulations governing commercial cannabis activity to any 
premises or property at which the applicant conducts any commercial cannabis activity, 
including premises or property where records of commercial cannabis activity are maintained by 
or for the applicant or licensee; 

Bureau ofCannabis Control Emergency Regulations Readopt Text - Readopt June 2018 Page 13 of 124 



(4) Provide any and all records, reports, and other documents as may be required under the state 
laws and regulations governing commercial cannabis activity; 

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

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

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

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

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

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

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

§ 5010. Compliance with the California Environmental Quality Act 

(a) All applicants shall provide evidence of exemption from, or compliance with, Division 13 of 
the Public Resources Code, California Environmental Quality Act (CEQA), as required by 
section 5002( c )(3 3) of this division. 

(b) The evidence provided pursuant to subsection (a) of this section shall be one of the following: 

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

(2) A copy of the Notice of Determination or Notice of Exemption and a copy of the CEQA 
document, or reference to where it can be located electronically, if the applicant does not wish to 
provide a copy of the license, permit, or other authorization provided by the local jurisdiction or 
if the local jurisdiction has not adopted an ordinance, rule, or regulation pursuant to Business and 

Bureau of Cannabis Control Emergency Regulations Readopt Text - Readopt June 2018 Page 14 of 124 



Professions Code section 26055(h) that requires discretionary review and approval ofpermits, 
licenses, or other authorizations to engage in commercial cannabis activity. 

(c) If an applicant does not have the evidence specified in subsection (b) of this section, or if the 
local jurisdiction did not prepare a CEQA document, the applicant will be responsible for the 
preparation of an environmental document in compliance with CEQA that can be approved or 
certified by the Bureau, unless the Bureau specifies otherwise. 

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

§ 5011. Additional Information 

The Bureau may request additional information and documents from the applicant. The Bureau 
will provide the applicant a deadline for submittal of additional information. The Bureau will 
consider the complexity of the information requested and the ease with which the information 
can be obtained and transmitted to the Bureau by the applicant in determining the deadline. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26031, 26050 
and 26051.5, Business and Professions Code. 

§ 5012. Incomplete Applications 

(a) Ifthe Bureau determines that the application is incomplete, the Bureau may provide notice to 
the applicant in accordance with Business and Professions Code section 124. 

(b) If the Bureau issues a notice pursuant to Business and Professions Code section 124, an 
applicant has one year from the date of the notice in subsection (a) to correct all deficiencies. If 
the applicant fails to correct the deficiencies within the one-year period and has not responded to 
the Bureau's attempts to contact the applicant, the application shall be considered abandoned 
under Business and Professions Code section 142. 

(c) An applicant may reapply at any time following an abandoned application. 

(d) The Bureau will not refund application fees for an incomplete or abandoned application. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 124, 142, 26050 
and 26051.5, Business and Professions Code. 

§ 5013. Withdrawal ofApplication 

(a) An applicant may withdraw an application at any time prior to the Bureau's issuance of a 
license or denial of a license. 

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

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

(d) The Bureau will not refund application fees for a withdrawn application. 

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

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

Article 3. Licensing 

§ 5014. Fees 

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

Application Fee Schedule 

License Type Fee Per 
Annlication 

All Annual Licenses $ 1,000 

Cannabis Event Organizer License $ 1,000 

Temporary Cannabis Event License $ 1,000 

Physical Modification of Premises $ 500 

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

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

Bureau ofCannabis Control Emergency Regulations Readopt Text - Readopt June 2018 Page 16 of 124 



Annual Lieense Fee Sehedule 
. 

Lieense Type 

Testiag LabeFatery 

0peFllff8HS 
{!I, l\'111*. PeF Lieense} 

up te § Q milliea 

Fee PeF 
Lieense 
$ ;lQ,QQQ 

gFeateF thaa §Q milliea te §QQ milliea $ 4§,QQQ 

gFeateF thaR §QQ milliea $ 9Q,QQQ 

DistribmeF Hp te 2 milliea 
. 

gFeateF thaR 2 millien te 8 milliea 

$ l,2QQ 

$ !i,QQQ 

gFeat0f thaR 8 mil!ien te 8Q milliea $ Je,QQQ 

gFeateF thaR 8Q milliea $12§,QQQ 

DistribmeF ttaRspeft Qaly 
Self Distribmiea 

up te 2 mil!ien 

gFeatef than 2 mil!iea te 8 milliea 

~ 

$2,QQQ 

DistribmeF Tfanspeft Qnly up te 2 milliea $800 

gFeateF thaR 2 mil!ien te 8 milliea $2,§QQ 

Reta410F up te Q. § milliea $ 4,QQQ 

gFeateF than Q.!i milliea te 1.§ milliea $ 12,QQQ 

gFeatef than 1.§ milliea te 4.§ milliea $ Je,QQQ 

gFeateF thaa 4.§ milliea $ +2,QQQ 

Mierebusiaess up te Q.!i millien $ !i,QQQ 

gFeateF than Q.§ mil!ien te 1.§ millien $ 1§,QQQ 

gFeateF thaR 1.§ millien te 4 .!i millien $ 42,QQQ 

gFeateF than 4 .§ millien $ 12Q,QQQ. 
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Annual License Fee Schedule 

Fee Per Operations 
($Max.Per License) 

License Type 
License 
$12,500UQ to 50 million Testing Laboratory 

$45,000greater than 50 million to 400 million 
. 

$90,000 

$1,200 

greater than 400 million 

UQ to 3 million Distributor 

~ 10,000greater than 3 million to 12 million 

$50,000greater than 12 million to 60 million 

$100,000greater than 60 million to 120 million 

$200,000 

$500 

greater than I 20 million 

UQ to 3 million 
Self-Distribution 

Distributor Trans11ort Only 

$1,500greater than 3 million to 12 million 

$4,000 

$1,000 

greater than 12 million 

UQ to 3 million Distributor Trans11ort Only 

$2,800greater than 3 million to 12 million 

$6,000 

$4,000 

greater than 12 million 

UQ to 0.75 million Retailer 

$20,000greater than 0.75 million to 2.5 million 

$64,000greater than 2.5 million to 7.5 million 

$ 120,000 

$10,000 

greater than 7.5 million 

UJ'.1 to 0.75 million Microbusiness 
. 

$30,000greater than 0.75 million to 2.5 million 

$ 100,000 greater than 2.5 million to 7 .5 million 

$ 180,000 greater than 7.5 million 

(d) Notwithstanding the fees identified above, cannabis event organizers shall pay the 
appropriate fee as outlined in this subdivision. 
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Annual License Fee Schedule for Cannabis Event Organizers 

License Type 

Event Organizer 

Planned Operations 
(Number of Operations) 

1-10 events annually 

greater than 10 events annually 

Fee Per 
License 

$5,000 

$15,000 

(ej }fo lieense shall be issued or renewed befere the lieense fee is paid to the Bureau. 

(~-0 All fees are nonrefundable. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26051.5 and 
26180, Business and Professions Code. 

§ 5015. Payment of Fees 

(a) Any fee specified in this division shall be made to the Bureau of Cannabis Control by cash, 
check, money order, debit card, or credit card. Check and money order payments may be made 
out to the Bureau of Cannabis Control or the D~artrnent of Consumer Affairs. 

(b) If the fee is paid by debit or credit card: 

(!) The payment shall be made through the Bureau's online licensing system; and 

(2) The applicant or licensee may be required to pay any associated processing or convenience 
fees to the third-party vendor processing the payment on behalfof the Bureau. 

(c) If the Bureau detennines that the lieensee paid fill am.oUBt less thBll the apprepriate lieensing 
fee under seetion 5014 of this division, the lieensee will be ret}Uired to 11ay the balooee of the 
appro11riate fee and a penalty fee of 50 pereent of the appropriate lieensing fee. Failure to pay the 
appropriate licensing fee is gr9unds for diseiplinary aetion discipline. Ifthe Bureau determines 
that the licensee paid an amount less than the appropriate licensing fee under section 5014 of this 
division, the licensee will be required to pay the balance of the appropriate fee and a penalty fee . 
of50 percent ofthe appropriate licensing fee. The Bureau in its discretion may waive the penalty 
fee. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26051.5 and 
26180, Business and Professions Code 

§ 5016. Priority Licensing 

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

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

(2) If the local jurisdiction does not provide a list to the Bureau or the applicant's name does not 
appear on the list provided to the Bureau, the applicant shall provide to the Bureau evidence of 
operation in compliance with the Compassionate Use Act of 1996. Such evidence shall be in the 
form of a document issued or signed by the applicant's local jurisdiction that contains the 
following: 

(A) Name of the applicant; 

(B) Address of the premises to be licensed; 

(C) License type(s) that the applicant is applying to the Bureau for; 

(D) Name of the local jurisdiction; 

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

(F) Name and contact information for the person authorized by the local jurisdiction to sign on 
its behalf; 

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

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

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

§ 5017. Substantially Related Offenses and Criteria for Rehabilitation 

(a) For the purpose of11cense denial, convictions that are substantially related to the 
qualifications, functions, or duties of the business for which the application is made include: 

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

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

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

(4) A felony conviction for hiring, employing, or using a minor in transporting, carrying, selling, 
giving away, preparing for sale, or peddling, any controlled substance to a minor; or selling, 
offering to sell, furnishing, offering to furnish, administering, or giving any controlled substance 
to a minor. 
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(5) A felony conviction for drug trafficking with enhancements pursuant to Health and Safety 
Code section 11370.4 or 11379.8. 

(b) Except as provided in subsections (4) and (5) of subsection (a) and notwithstanding Chapter 2 
(commencing with Section 480) ofDivision 1.5 of the Business and Professions Code, a prior 

. conviction, where the sentence, including any term ofprobation, incarceration, or supervised 
release, is completed, for possession of, possession for sale, sale, manufacture, transportation, or 
cultivation of a controlled substance is not considered substantially related, and shall not be the 
sole ground for denial of a license. Conviction for any controlled substance felony subsequent to 
licensure shall be grounds for revocation of a license or denial of the renewal of a license. 

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

(1) The nature and severity of the act or offense; 

(2) Whether the person has a felony conviction based on possession or use of cannabis or 
cannabis products that would not be a felony if the person was convicted of the offense on the 
date of the person's application; 

(3) The applicant's criminal record as a whole; 

(4) Evidence of any act committed subsequent to the act or offense under consideration that 
could be considered grounds for denial, suspension, or revocation of a commercial cannabis 
activity license; 

(5) The time that has elapsed since commission of the act or offense; 

(6) The extent to which the applicant has complied with any terms ofparole, probation, 
restitution, or any other sanctions lawfully imposed against the applicant; 

(7) If applicable, evidence of dismissal under Penal Code sections 1203 .4, 1203.4( a), 1203 .41 or 
another state's similar law; 

(8) If applicable, a certificate ofrehabilitation obtained under Penal Code section 4852.01 or 
another state's similar law; and 

(9) Other evidence ofrehabilitation submitted by the applicant. 

(d) If an applicant has been denied a license based on a conviction, the applicant may request a 
hearing pursuant to Business and Professions Code section 26058 to determine if the applicant 
should be issued a license. · 

Authority: Section 26013, Business and Professions Code. Reference: Sections 482 and 26057, 
Business and Professions Code. 
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§ 5018. Additional Grounds for Denial of a License 

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

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

(b) The applicant's premises is substantially different from the diagram of the premises 
submitted by the applicant, in that the size, layout, location of common entryways, doorways, or 
passage ways, means ofpublic entry or exit, or identification of limited-access areas within the 
licensed premises is not the same. 

(c) The applicant denied the Bureau access to the premises. 

(d) The applicant made a material misrepresentation on the application. 

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

(f) The applicant has been denied a license, pennit, or other authorization to engage in 
commercial cannabis activity by a state or local licensing authority. 

(g) The applicant's premises is not in compliance with Division 13 (commencing with Section 
21000) of the Public Resources Code. · 

(h) The applicant has failed to remit taxes as required under the Revenue and Taxation Code. 

(i) The applicant may be denied a license for any violations oflaw related to the operations of the 
commercial cannabis business or for any violations oflaw related to licensure. 

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

§ 5019. Excessive Concentration 

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

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

(2) The ratio of retail licenses or microbusiness licenses to the population within the census tract, 
census division, or jurisdiction exceeds that allowable by local ordinance adopted under section 
26200. 
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(b) "Population Within the Census Tract or Census Division" as used in this section means the 
population as determined by the most recent United States decennial or special census. Such 
population determination shall not operate to prevent an applicant from establishing that an 
increase ofresident population has occurred within the census tract or census division. 

(c) "Population in the County" as used in this section shall be determined by the most recent 
annual population estimate for California counties published by the Demographic Research Unit, 
State Department of Finance. 

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

(e) The existence of an excessive concentration shall not be considered in determining whether to 
grant, deny, or extend a temporary license under Business and Professions Code section 26050.1. 

(f) The applicant may provide reliable evidence establishing, to the satisfaction of the Bureau, 
that a denial of a license would unduly limit the development of the legal market so as to 
perpetuate the illegal market for cannabis and cannabis products. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26051, Business 
and Professions Code 

§ 5020. Renewal of License 

(a) To timely renew a license, a completed license renewal form and annual license fee pursuant 
to section 5014 of this division shall be received by the Bureau from the licensee no earlier than 
60 calendar days before the expiration ofthe license and no later than 5 :00 p.m. Pacific Time on 
the last business day before the expiration of the license if the renewal form is submitted to the 
Bureau at its office(s), or no later than 11 :59 p.m. on the last business day before the expiration 
of the license if the renewal form is submitted to the Bureau through its electronic licensing 
system. Failure to receive a notice for license renewal does not relieve a licensee of the 
obligation to renew all licenses as required. 

(b) In the event the license is not renewed prior to the expiration date, the licensee must not sell, 
transfer, transport, manufacture, test, or distribute any commercial cannabis goods until the 
license is renewed. 

(c) A licensee may submit a license renewal form up to 30 days after the license expires. Any 
late renewal form will be subject to a late fee equal to 50 percent of the applicable licensing fee 
required by subsection (a). 

(d) The license renewal form shall contain the following: 

(I) The name of the licensee. For licensees who are individuals, the applicant shall provide both 
the first and last name of the individual. For licensees who are business entities, the licensee shall 
provide the legal business name of the applicant. 
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(2) The license number and expiration date. 

(3) The licensee's address of record and premises address. 

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

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

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

§ 5021. Denial of License 

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

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

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

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

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

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

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

§ 5022. Surrender and Cancellation of License 

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

(b) A person whose license has been surrendered may submit to the Bureau a written request for 
the license to be returned. Any request should be submitted to the Bureau prior to the expiration 
of the surrendered license. The written request shall specify the reason the license was 
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surrendered and why the license should be returned. The Bureau in its discretion may return the 
license. 

(c) The Bureau may cancel the license or licenses of a licensee upon request by the licensee. 

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

§ 5023. Notifie&tion of Changes Business Modifications 

(a) E•,ery lieensee shall netify the B\lfeau in writiag vli.thln 1 Q business days ef any ehaage te 
Business modifications for any item listed contained in the application, with the eiteeritiea ef a 
ehange te standard 0j3eratiag j_'lreeeEiures. The aetifieatien shall be signed by an owner as defined 
ia seetiea 5QQ3 ef this divisiea. shall be made in accordance with the following: 

(a) Changes to standard operating procedures may be made without providing notification to the 
Bureau. Licensees shall maintain a copy of all current and prior operating procedures as required 
by section 503 7 of this division. 

(b) Ifat the time of licensure, a licensee employed less than 20 employees and later employs 20 
or more employees, the licensee shall provide to the Bureau a document attesting that the 
licensee has entered into a labor peace agreement and will abide by the terms of the agreement, 
and a eej_'ly efthe agreemeHt, withm 3Q days efas soon as reasonably practicable once employing 
20 or more employees. 

(c) Licenses are not transferrable. Ifone or more of the owners of a license change, a new license 
application and fee shall be submitted to the Bureau within 10 business days of the effective date 
of the ownership change. A change in ownership occurs when a new person meets the definition 
of owner in section 5003 of this division. A change in ownership does not occur when one or 
more owners leave the business by transferring their ownership interest to the other existing 
owner(s). In cases where one or more owners leave the business by transferring their ownership 
interest to the other existing owner( s ), the owner or owners that are transferring their interest 
shall provide a signed statement to the Bureau confirming that they have transferred their 
interest. 

(d) When there is a change in persons with financial interest(s) in the commercial cannabis 
business that do not meet the requirements for a new license application under this section, the 
licensee shall submit. the information required by sections 5002( c )(19) and 5004 of this division 
to the Bureau within 10 business days of the change. 

(ej In erder te ehange the leeatien ef a J3remises, a lieensee shall submit a new awlieatiea and 
fee te the Bureau. A lieensee shall aet begia OJ3eratiag eut efa aew J3Femises until the Bureau 
has appreved the llj3J3lieatien. 

(e) Licensees may request to add an A-designation or M-designation to their license by sending a 
notification to the Bureau signed by at least one owner as defined in section 5003 of this 
division. A licensee shall not operate under the requested designation until they have received 
approval from the Bureau. 
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(f) Microbusiness licensees may add a commercial cannabis activity to their license or remove a 
commercial cannabis activity from their license if doing so is consistent with the requirement set 
forth in section 5500(a) of this division that licensees engage in at least three (3) commercial 
cannabis activities. Licensees shall request the modification by completing a request to modify 
the premises pursuant to section 5027 of this division. A licensee shall not engage in a new 
commercial cannabis activity until they have paid for the modification and received approval 
from the Bureau. 

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

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

§ 5024. Death or Incapacity of a Licensee 

(a) In the event of the death, incapacity, receivership, assignment for the benefit of creditors ofa 
licensee an owner, or other event rendering a licensee an owner incapable of perfonning the 
duties associated with the license, the licensee's owner's successor in interest (e.g., appointed 
guardian, executor, administrator, receiver, trustee, or assignee) shall notify the Bureau in 
writing, within IO business days. 

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

(I) The name of the successor in interest. 

(2) The name of the licensee owner for which the successor in interest is succeeding and the 
license number; 

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

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

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

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

(2) If the successor in interest needs additional time to destroy or sell cannabis goods; or 

(3) At the discretion of the Bnreau. 

(d) The lieensee's owner's successor in interest is held subject to all terms and conditions under 
which a state cannabis license is held pursuant to the Act. 
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(e) The approval creates no vested right to the issuance of a state cannabis license. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26012, Business 
and Professions Code. 

§ 5025. Premises 

(a) Each license shall have a designated premises for the licensee's commercial cannabis activity, 
which is subject to inspection by the Bureau. 

(b) The Bureau may allow a licensee to h.we conduct both adult-use and medicinal commercial 
cannabis activity on the same licensed premises fur two s013arate commercial car.nabis lieeflses if 
all of the following criteria are met: 

(I) The licensee holds both an/', lieeflse A-designation and an M licllflse M-designation on the 
license for the identical type of commercial cannabis activity; and 

(2) The licensee vmo holds both licenses is idefltieal in name, business formation, and 
ownershi-p; only conducts one type of commercial cannabis activity on the premises. 

(3) The liceflsee only conducts one tyf)e of commercial cannabis activity oa the IJremises; 

(4) All cannabis and car.nallis flFOOOcts are clearly marked with an "A" or "M"; and 

(5) Records are k013t s013arately fur each license and clearly indicate that the records are related to 
the A license or the M liceflse. 

(c) Retailers and microbusinesses authorized to conduct retail activities shall only serve 
customers who are within the licensed premises, or at a delivery address that meets the 
requirements of this division. 

(1) The sale and delivery of cannabis goods shall not occur through a pass-out window or a slide­
out tray to the exterior of the premises. 

(2) Retailers or microbusinesses shall not operate as or with a drive-in or drive-through at which 
cannabis goods are sold to persons within or about a motor vehicle. 

(3) No cannabis goods shall be sold and/or delivered by any means or method to any person 
within a motor vehicle. 

(d) Alcoholic beverages as defined in Business and Professions Code section.23004 shall not be 
stored or consumed on a premises. 

(e) Any premises that is adjacent to another premises engaging in manufacturing or cultivation 
shall be separated from those premises by walls, and any doors leading to the cultivation or 
manufacturing premises shall remain closed. · 

(f) Notwithstanding subsection (c), an applicant or licensee may have a drive-in or drive-through 
window only if, prior to June I, 2018: · 
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(1) The licensee or applicant received a license or permit from the local jurisdiction for a 
premises including a drive•in or drive-through window which was disclosed on the local 
application; or 

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

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

§ 5026. Premises Location 

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

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

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

(2) The local jurisdiction notifies the Bureau that the applicant is in compliance with all 
applicable local ordinances and regulations pursuant to Business and Professions Code section 
26055(g)(2)(C). 

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

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

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

Authority: Section 26013, Business and Professions Code. Reference: Sections 26051.5, 26054 
and 26055, Business and Professions Code. 
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§ 5027. Physical Modification of Premises 

(a) A licensee shall not, without the prior written approval of the Bureau, make a physical 
change, alteration, or modification ofthe licensed premises that materially or substantially alters 
the licensed premises or the use of the licensed premises from the premises diagram originally 
filed with the license application. A licensee whose premises is to be materially or substantially 
changed, modified, or altered is responsible for filing a request for premises modification with 
the Bureau. 

(b) Material or substantial changes, alterations, or modifications requiring approval include, but 
are not limited to~, the removal, ereation, or reloeation of a eommon effif)""''ay, doorway, 
jlassage, Of a means ofjloolie entry Of eidt, when sueh eommon entryway, doorway, or jlassage 
alters Of ehanges limited aeeess areas within the lieensed fJfernises. 

(1) The removal, creation, or relocation of a common entryway, doorway, passage, or a means of 
public entry or exit, when such common entryway, doorway, or passage alters or changes 
limited-access areas within the licensed premises; 

(2) The removal, creation, or relocation of a wall or barrier; or 

(3) Changing the activities conducted in or the use of an area identified in the last premises 
diagram provided to the Bureau. 

(c) A licensee shall request approval of a physical change, alteration, or modification in writing, 
and the request shall include: 

{l) A new premises diagram that conforms to requirements in section 5006 of this division; and 

(2) A fee pursuant to section 5014 of this division. 

(d) A licensee shall provide additional documentation requested by the Bureau to evaluate the 
licensee's request to modify the premises. 

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

§ 5028. Subletting of Premises 

A licensee shall not sublet any area designated as the licensed premises for the licensee's 
commercial cannabis activity. 

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

§ 5029. Transition to Regulated Commercial Cannabis Market 

(a) Beginning January 1, 2018, licensees shall not transport or sell any edible cannabis product 
that exceeds 10 milligrams oftetrahydrocannabinol (THC) per serving. 

(b) Notwithstanding any other regulation in this division, beginning January I, 2018, and before 
July 1, 2018, licensees may do all of the following: 
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(1) Licensees may conduct business with other licensees irresf)ective of the "M" or "A" 
designation on their licenses. 

(±(1) Cannabis goods that are not in child-resistant packaging may be sold if they are placed into 
child-resistant packaging by the retailer at the time of sale. 

(3-2) Non-edible cannabis products that do not meet the THC limits per package specified by the 
State Department of Public Health in regulation may be transported and sold. 

(4) An M licensee3) A distributor may transport erand an M-desigµated retailer may sell 
medicinal edible cannabis products that arecontain 10 milligrams of THC or less per serving 
regardless of the THC amount in the package. 

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

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

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

(&1) Cannabis products held in inventory by a retailer that do not meet the requirements set by 
the State Department of Public Health, pursuant to Business and Professions Code sections 
26130 and 26131, for ingredients or appearance may be sold by the retailer. 

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

§ 5030. Licensee's Responsibility for Acts of Employees and Agents 

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

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

§ 5031. Employee Age Restriction 

Employees A licensee shall not employ or retain persons under retained by a licensee to work 
within or on a licensed premises or to handle cannabis goods shall be at least 21 years of age. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26140, Business 
and Professions Code. 
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. § 5032. Designated M and A Commercial Cannabis Activity Between Lieensees 

(a) All commercial cannabis activity shall be conducted between licensees. Retail licensees may 
conduct commercial cannabis activity with customers in accordance with chapter 3 of this 
division. 

(b) Beginaing Jlll.y I, 2Q18, A lieensees shall only Licensees may conduct business with A­
lieensees !llld M lieensees shall only eoadaet easiness with M lieensees, ei.eept for testing 
laboratories. other licensees irrespective of the M-designation or A-designation on their 
licenses. 

(c} Distributors shall only transport and sell cannabis goods designated as "For Medical Use 
Only," pursuant to the requirements prescribed by the State Department of Public Health in 
regulation, to M-designated retailers; 

(d} Products designated as "For Medical Use Only," pursuant to requirements prescribed by the 
State Department ofPublic Health in regulation, shall only be sold to medicinal customers by M­
designated retailers. 

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

§ 5033. Storage of Inventory 

(a) A licensee shall not store cannabis goods outdoors. 

(b) Employee break rooms, changing facilities, and bathrooms shall be separated from all storage 
areas. 

(c) Each location where cannabis goods are stored must be separately licensed. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26012 and 
26070, Business and Professions Code. 

§ 5034. Significant Discrepancy in Inventory 

(a) A significant discrepancy in inventory means a difference in actual inventory compared to 
records pertaining to inventory of at least $5,000 or 2 percent of the average monthly sales of the 
licensee, whichever is less. 

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

(c) For the purposes of this section, the licensee's acquisition price shall be used to determine the 
value of cannabis goods in a licensee's inventory. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26070, Business 
and Professions Code. 
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§ 5035. Notification of Criminal Acts, Civil Judgments, and Revocation of a Local License, . 
Permit, or Other Authorization After Licensure 

(a) A licensee shall ensure that the Bureau is notified in writing of a criminal conviction of any 
owner, either by mail or electronic mail, within 48 hours of the conviction. The written 
notification to the Bureau shall include the date of conviction, the court docket number, the name 
of the court in which the licensee was convicted, and the specific offense( s) for which the 
licensee was convicted. 

(b) A licensee shall ensure that the Bureau is notified 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 ofjudgment, whichever is 
sooner. The written notification shall include the date of verdict or entry of judgment, the court 
docket number, the name of the court in which the matter was adjudicated, and a description of 
the civil penalty or judgment rendered against the licensee. 

(c) A licensee shall ensure that the Bureau is notified in 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 shall include the name of the local 
agency involved, a written explanation of the proceeding or enforcement action, and the specific 
violation(s) that led to revocation. 

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

§ 5036. Notification of Theft, Loss, and Criminal Activity 

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

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

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

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

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

(5) The licensee discovers any other breach of security. 

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

§ 5037. Record Retention 

(a) Each licensee shall keep and maintain the following records related to commercial cannabis 
activity for at least seven years: 

(I) Financial records including, but not limited to, bank statements, sales invoices, receipts, tax 
records, and all records required by the California Department of Tax and Fee Administration 
(formerly Board of Equalization) under title 18, California Code ofRegulations, sections 1698 
and 4901. 

(2) Personnel records, including each employee's full name, social security or individual tax 
payer identification number, date employment begins, and date of termination of employment if 
applicable. 

(3) Training records including, but not limited to, the content of the training provided and the 
names of the employees that received the training. 

(4) Contracts with other licensees regarding commercial cannabis activity. 

(5) Permits, licenses, and other local authorizations to conduct the licensee's commercial 
cannabis activity. 

(6) Security records, except for surveillance recordings required pursuant to section 5044 of this 
division. 

(7) Records relating to the composting or destruction of cannabis goods. 

(8) Documentation for data or information entered into the track and trace system. 

(9) All other documents prepared or executed by an owner or his employees or assignees in 
connection with the licensed commercial cannabis business. 

(b) The Bureau may make any examination of the books and records of any licensee as it deems 
necessary to perf9rm its duties under the Act. 

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

(d) A licensee may contract with a third party to provide custodial or management services of the 
records. Such a contract shall not relieve the licensee of the licensee's responsibilities under this 
section. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26160 and 
26161, Business and Professions Code. 
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§ 5038. Disaster Relief 

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

(b) The Bureau may exercise its discretion to provide temporary relief from specific regulatory 
requirements in this division 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 Bureau may require that certain conditions be followed in order for a licensee to receive 
temporary relief from specific licensing requirements. 

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

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

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

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

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

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

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

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

Authority: Section 26013, Business and Professions Code. Reference: Section 26012, Business 

and Professions Code. 
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Article 4. Posting and Advertising 

§ 5039. License Posting Requirement 

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

Authority: Section 26013, Business and Professions Code. Reference: Section 26012, Business 
and Professions Code. 

§ 5040. Advertising Placement 

(a) Any advertising or marketing placed in broadcast, cable, radio, print, and digital 
communications~ shall only be aisplayed wheFe at least 71.6 peFeeat of the audieace is 
reasonably mtpectea to be 21 yearn ofa.ge er oldeF, as aeterminea hy reliable up to date audieaee 
com.position aata. 

(I) Shall only be displayed where at least 71.6 percent of the audience is reasonably expected to 
be 21 years of age or older, as determined by reliable up-to-date audience composition data: and 

(2) Shall not use any depictions or images ofminors under 18 years of age. 

(b) Upon request, a licensee shall provide to the Bureau audience composition data as required in 
subsection (a) of this section for advertising or marketing placed by the licensee. This 
information shall be provided to the Bureau within the time specified by the Bureau. 

(c) If the Bureau determines that audience composition data for advertising or marketing 
provided by a licensee does not comply with the requirements of subsection (a) of this section, or 
the licensee fails to provide audience composition data to the Bureau within the time specified by 
the Bureau, the licensee shall remove the advertising or marketing placement in question. 

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

§ 5041. Age Confirmation in Advertising 

(a) Prior to any advertising or marketing from the licensee involving direct, individualized 
communication or dialogue, the licensee shall use age affirmation to verify that the recipient is 
2 I years of age or older. 

(b) For the purposes of this section, direct, individualized communication or dialogue may occur 
through any form of communication, including in-person, telephone, physical mail, or electronic. 

(c) A method of age verification is not necessary for a communication if the licensee can verify 
that the licensee has previously had the intended recipient undergo a method of age affirmation 
and the licensee is reasonably certain that the communication will only be received by the 
intended recipient. 
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(d) A licensee shall use a method of age affirmation before having a potential customer added to 
a mailing list, subscribe, or otherwise consent to receiving direct, individualized communication 
or dialogue controlled by a licensee. 

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

26152, Business and Professions Code. 

Article 5. Security Measures 

§ 5042. f.eeess ta Limited-Access Areas 

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

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

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

§ 5043. Licensee Employee Badge Requirement 

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

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

§ 5044. Video Surveillance System 

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

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

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

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

(1) Areas where cannabis goods are weighed, packed, stored, loaded, and unloaded for 
transportation, prepared, or moved within the premises; 

(2) Limited-access areas; 

(3) Security rooms; 

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

(5) Entrances and exits to the premises, which shall be recorded from both indoor and outdoor 
vantage points. 

(f) Retailers shall also record point-of-sale areas and areas where cannabis goods are displayed 
for sale on the video surveillance system. At each point-of-sale location, camera placement must 
allow for the recording of the facial features of any person purchasing or selling cannabis goocls, 
or any person in the retail area, with sufficient clarity to determine identity. 

(g) Cameras shall record continuously 24 hours per day and at a minimum of 15 frames per 
second (FPS). 

(h) The physical media or storage device on which surveillance recordings are stored shall be 
secured in a manner to protect the recording from tampering or theft. 

(i) Surveillance recordings shall be kept for a minimum of90 days. 

(i) Surveillance recordings are subject to inspection by the Bureau, and shall be kept in a manner 
that allows the Bureau to view and obtain copies of the recordings at the licensed premises 
immediately upon request. The licensee shall also send or otherwise provide copies of the 
recordings to the Bureau upon request within the time specified by the Bureau. 

(k) Recorded images shall clearly and accurately display the time and date. Time is to be 
measured in accordance with the United States National Institute Standards and Technology 
standards. 

(1) The video surveillance system shall be equipped with a failure notification system that 
provides notification to the licensee of any interruption or failure of the video surveillance 
system or video surveillance-system storage device. 

(m) Ifmultiple premises are contained within the same building, a single video surveillance 
system covering the entire building may be used by all of the licensees under the following 
conditions: 

(I) Each applicant or licensee shall disclose on their premises diagram where the surveillance 
recordings are stored. 

(2) Each applicant or licensee shall include in their security operating procedures, submitted with 
the application pursuant to section 5002(c)(29)(D) of this division, an explanation ofhow the 
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video surveillance system will be shared, including who is responsible for monitoring the video 
footage and storing any video recordings. 

(3) All licensees shall have immediate access to the surveillance recordings to produce them 
pursuant to subsection (j) of this section. 

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

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

§ 5045. Security Personnel 

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

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

(c) If multiple premises are contained within the same building. security personnel may be 
shared by all of the licensees to cover the entire building under the following conditions: 

(1) Each licensee shall include in their security operating procedures, submitted with the 
application pursuant to section 5002(c)(29)(D) of this division, an explanation ofhow security 
personnel will be shared, including who is responsible for employing or contracting the security 
personnel. 

(2) All licensees shall be held responsible and subject to discipline for any violations of the 
security personnel requirements. 

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

§ 5046. Locks 

A licensee shall ensure that the limited-access areas described in section 5042 of this division 
can be securely locked using commercial-grade, nonresidential door locks. A licensee shall also 
use commercial-grade, nonresidential door locks on all points of entry and exit to the licensed 
premises. 

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

§ 5047. Alarm System 

(a) A licensee shall maintain an alarm system as defined in Business and Professions Code 
section 7590.1 (n) at the licensed premises. 
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(b) A licensee shall ensure a licensed alann company operator or one or more of its registered 
alann agents installs, maintains, monitors, and responds to the alarm system. 

(c) Upon request, a licensee shall make available to the Bureau all information related to the 
alann system, monitoring, and alann activity. 

(d) Ifmultiple premises are contained within the same building. a single alarm system covering 
the entire building may be used by all of the licensees under the following conditions: 

(I) Each licensee shall include in their security operating procedures, submitted with the 
application pursuant to section 5002(c)(29)(D) of this division, an explanation ofhow the alann 
system will be shared, including who is responsible for contracting with the alann company. 

(2) All licensees shall have access to and be able to provide the information under subsection (c) 
of this section. 

(3) All licensees shall be held responsible and subject to discipline for any violations of the alann 
system requirements. 

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

Article 6. Track and Trace Requirements 

§ 5048. Track and Trace System 

(a) A licensee shall create and maintain an active and functional account within the track and 
trace system prior to engaging in any commercial cannabis activity, including the purchase, sale, 
test, packaging, transfer, transport, return, destruction, or disposal, of any cannabis goods. 

(b) A licensee shall designate one individual owner as the track and trace system account 
manager. The account manager may authorize additional owners or employees as track and trace 
system users and shall ensure that each user is trained on the track and trace system prior to its 
access or use. 

(1) The account manager shall attend and successfully complete all required track and trace 
system training, including any orientation and continuing education. 

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

( a£) The account manager and each user shall be assigned a unique log-on, consisting of a 
usemame and password. The account manager or each user accessing the track and trace system 
shall only do so under his or her assigned log-on, and shall not use or access a log-on of any 
other individual. No account manager or user shall share or transfer his or her log-on, username, 
or password, to be used by any other individual for any reason. 
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( el!) The account manager shall maintain a complete, accurate, and up-to-date list of all track and 
trace system users, consisting of their full names and usemames. 

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

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

achieved. 

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

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

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

§ 5049. Track and Trace Reporting 

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

including: 

(1) Packaging of cannabis goods. 

(2) Sale of cannabis goods. 

(3) Transportation of cannabis goods to a licensee. 

(4) Receipt of cannabis goods. 

(5) Return of cannabis goods. 

(6) Destruction and disposal of cannabis goods. 

(7) Laboratory testing and results. 

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

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

system: 

(1) Name and type of the cannabis goods. 

(2) Unique identifier of the cannabis goods. 

(3) Amount of the cannabis goods, by weight or count. 

(4) Date and time of the activity or transaction. 

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

(A) The licensee shall transport pursuant to a shipping manifest generated through the track and 
trace system, that includes items (1) through (5) of this subsection, as well as: 

(i) The name, license number, and premises address of the originating licensee. 

(ii) The name, license number, and premises address of the licensee transporting the cannabis 
goods. 

(iii) The name, license number, and premises address of the destination licensee receiving the 
cannabis goods into inventory or storage. 

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

(v) Arrival date and estimated time of arrival at each licensed premises. 

(vi) Driver license number of the personnel transporting the cannabis goods, and the make, 
model, and license plate number of the vehicle used for transport. 

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

(C) Ifthere are any discrepancies between the type or quantity specified in the shipping manifest 
and the type or quantity received by the licensee, the licensee shall record and document the 
discrepancy in the track and trace system and in any relevant business record. 

(7) If cannabis goods are being destroyed or disposed of, the licensee shall record in the track . 
and trace system the following additional information: 

(A) The name of the employee performing the destruction or disposal. 

(B) The reason for destruction or disposal. 

(C) The name of the entity being used to collect and process cannabis waste, pursuant to section 
5055 of this division. 

(8) Description for any adjustments made in the track and trace system, including, but not limited 
to: 

(A) Spoilage or fouling of the cannabis goods. 

(B) Any event resulting in exposure or compromise of the cannabis goods. 

(9) Any other information as required pursuant to this division, or by any other applicable 
licensing authorities. 

(c) Unless otherwise specified, all transactions must be entered into the track and trace system 
within 24 hours of occurrence. 
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(d) Licensees shall only enter and record complete and accurate information into the track and 
trace system, and shall correct any known errors entered into the track and trace system 
immediately upon discovery. 

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

§ 5050. Loss of Access 

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

(b) The licensee shall both document and notify the Bureau immediately: 

(1) When access to the system is lost; 

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

(3) The cause for the loss of access. 

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

restored. 

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

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

§ 5051. Track and Trace System Reconciliation 

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

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

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

§ 5052. Temporary Licenses; Licensees in Operation at Time ofLicensure 

(a) A licensee operating under a temporary license issued pursuant to section 5001 is not 
required to record commercial cannabis activity in the track and trace system as otherwise 
required by this article. 
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(b) Temporary licensees shall. track and record all cannabis commercial activities and 
information required pursuant to this division and any other provision oflaw, at a minimum, on 
paper receipts, invoices, or manifests. 

(c) Any commercial cannabis activity conducted between annual license holders shall be 
recorded in the track and trace system. 

(d) Any licensee in operation at the time the annual license is issued shall enter all inventory into 
the track and trace system no later than 30 days after the track and trace system account manager 
attends the training required pursuant to section 5048. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26050.1, 26067, 
26070, 26160 and 26161, Business and Professions Code. 

Article 7, Returns and Destruction 

§ 5053. Returns Between Licensees 

(a) If a licensee discovers that a manufactured cannabis good that was purchased from another 
licensee is defective, the purchasing licensee may return the cannabis good to the selling licensee 
only in exchange for a non-defective version of the same type of cannabis good or in exchange 
for a cannabis good of equal value. · 

(b) Except as provided in subsection (a) of this section, a licensee shall not return cannabis goods 
purchased from another licensee. 

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

§ 5054, Destruction of Cannabis Products Prior to Disposal 

No cannabis goods shall be disposed of as cannabis waste pursuant to section 5055 of this 
division unless the cannabis goods have been removed from their packaging and rendered 
unrecognizable and unusable. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 260013 aad 
26070, Business and Professions Code. 

§ 5055. Cannabis Waste Management 

(a) A licensee may not sell cannabis waste. 

(b) Licensees shall comply with all applicable waste management laws including, but not limited 
to, Division 30 of the Public Resources Code. 

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

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

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

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

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

(C) Company business address; and 

(D) Name ofthe primary contact person at the company and contact person's phone number. 

(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 

(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 facility or manned in-vessel digestion 
operation; 

(D) A manned, fully pennitted transfer/processing facility or manned transfer/processing 
operation; or 

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

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

Authority: Section 26013, Business and Professions Code. Reference: Sections 26013 and 
26070, Business and Professions Code. 
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Chapter 2. DISTRIBBTORS 

§ 5300. Non-Cannabis Distribution Activities 

A distributor shall not store non-cannabis goods or non-cannabis accessories that are to be sold 
to another party on any licensed premises. Additionally, a distributor shall not distribute non­
cannabis goods or non-cannabis accessories at a licensed premises. For the purposes of this 
section, non-cannabis goods are any goods that do not meet the definition of cannabis goods as 
defined in section 5000( c) of this division. 

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

§ 5301. Storage-Only Services 

A distributor may provide cannabis goods storage-only services to a licensed cultivator, 
manufacturer, microbusiness, nonprofit, or another distributor, unrelated to the quality assurance 
and laboratory testing processes. 

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

§ 5302. Storage of Batches for Testing 

(a) A distributor shall ensure that all cannabis goods batches are stored separate! y and distinct! y 
from other cannabis goods batches on the distributor's premises. 

(b) A distributor shall ensure a label with the following information is physically attached to 
each container ofeach batch: 

(!) The name and license number of the manufacturer or cultivator who provided the batch; 

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

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

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

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

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

Authority: Section 26013, Business and Professions Code. Reference: Sections 26110 and 
26120, Business and Professions Code. 

§ 5303. Packaging and Labeling 

(a) A distributor may package, re-package, label, and re-label cannabis for retail sale. 

(b) A distributor shall not package, rt;-package, label, or re-label manufactured cannabis products 
except when the distributor also holds a manufacturing license and is packaging, re-packaging, 
labeling, or re-labeling its own manufactured cannabis products. 
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(c) Notwithstanding subsection (b) of this section, ifit is determined during laboratory testing 
that a manufactured product is labeled with the incorrect amount of THC per package or serving 
but is within the THC limits for sale, the distributor may re-label the package with the accurate 
THC amount. Distributors may also re-label the package with the accurate amount of 
cannabinoids and terpenoids if laboratory testing determines that the manufactured product is 
labeled with incorrect amounts. 

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

§ 5304. Testing Arrangements 

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

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

§ 5305. Testing Sample 

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

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

(c) The sampling shall be video recorded with the batch number stated at the beginning of the 
video and a visible time and date indication on the video recording footage. The video recordings 
shall be maintained for 180 days. 

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

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

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

§ 5306. Laboratory Testing Results 

(a) A sample "passes" a laboratory test when the sample meets specifications in chapter 6 of this 
division. 

(b) When a batch from a manufactured or harvest batch passes, the cannabis goods may be 
transported to one or more retailers. 
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(c) A sample "fails" a laboratory test when the sample does not meet specifications in chapter 6 
of this division. 

(d) If a failed Sample was collected from a batch and the batch could be remediated pursuant to 
section 5727 of this division, a distributor may transport or arrange for the transportation of the 
batch to a ooltivator or manufacturer for remediation. 

(e) A distributor shall destroy a batch that failed laboratory testing and cannot be remediated 
pursuant to section 5727 ofthis division. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070, 26104 
and 26 I 10, Business and Professions Code. 

§ 5307. Quality-Assurance Review 

When a distributor receives a certificate of analysis stating that the sample meets specifications 
required by law, the distributor shall ensure the following before transporting the cannabis goods 
to one or more retailers: 

(a) The certificate of analysis the distributor received from the testing laboratory is the certificate 
of analysis that corresponds to the batch; 

(b) The label on the cannabis goods is consistent with the certificate of analysis regarding 
cannabinoid content and contaminants required to be listed by law; 

(c) The packaging complies with applicable packaging laws including, but not limited to, 
Business and Professions Code section 26120. Cannabis goods are not required to be labeled or 
otherwise identified as medicinal products prior to retail sale unless the cannabis goods must be 
labeled as such pursuant to the requirements prescribed by the State Department ofPublic Health 
in regulation; 

(d) The packaging is tamper-evident. "Tamper-evident" means a one-time-use seal is affixed to 
the opening of the package, allowing a person to recognize whether or not the package has been 
opened; 

(e) The weight or count of the cannabis batch comports with that in the track and trace system. A 
distributor shall use scales as required by the Act; and 

(f) All events prior to receipt have been entered into the track and trace system. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070, 26110 
and 26 I 20, Business and Professions Code. 

§ 5308. Insurance Requirements 

(a) An applicant for a distributor license shall provide the Bureau with a certificate of insurance 
that shows the types of insurance coverage and minimum amounts that have been secured as 
required by this section, and documentation establishing compliance with subsection (d) of this 
section. 
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(b) A distributor licensee shall at all times carry and maintain commercial general liability . 
insurance in the aggregate in an amount no less than $2,000,000 and in an amount no less than 
$1,000,000 for each loss. 

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

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

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

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

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

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

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

§ 5309. Inventory Reconciliation 

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

(b) A distributor shall keep an inventory log containing the following information for each batch: 

(1) The name and license number of the manufacturer or cultivator who provided the batch; 

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

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

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

(5) The weight ofor quantity ofunits in the batch; 

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

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

(c) If a distributor finds a discrepancy between the inventory of stock and the inventory log or 
track and trace system that is outside ofnormal weight loss caused by moisture loss, the 
distributor shall commence a full audit of the batch in which the discrepancy was found. 
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Authority: Section 26013, Business and Professions Code. Reference: Sections 26070 and. 
26160, Business and Professions Code. 

§ 5310. Records 

(a) In addition to the records required by section 5037 ofthis division, a distributor shall 
maintain the following records: 

(1) Records relating to branding, packaging and labeling; 

(2) Inventory logs and records; 

(3) Transportation bills oflading and shipping manifests for completed transports and for 
cannabis goods in transit; 

(4) Vehicle and trailer ownership records; 

(5) Quality-assurance records; 

(6) Records relating to destruction of cannabis goods; 

(7) Laboratory-testing records; 

(8) Warehouse receipts; 

(9) Records relating to tax payments collected and paid under Sections 34011 and 34012 of the 
Revenue and Taxation Code. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26110 and 
26160, Business and Professions Code. 

§ 5311. Requirements for the Transportation of Cannabis Goods 

The following requirements apply when transporting cannabis goods between licensees or 
licensed premises: 

(a) Transportation shall only be conducted by persons holding a distributor license under the Act, 
or employees of those persons. 

(b) All vehicles transporting cannabis goods for hire shall be required to have a motor carrier 
permit pursuant to Chapter 2 (commencing with Section 34620) ofDivision 14.85 of the Vehicle 
Code. 

(c) Transportation by means of aircraft, watercraft, drone, rail, human powered vehicle, and 
unmanned vehicle is prohibited. 

(d) Cannabis goods shall only be transported inside of a vehicle or trailer and shall not be visible 
or identifiable from outside of the vehicle or trailer. 

(e) Cannabis goods shall be locked in a box, container, or cage that is secured to the inside of the 
vehicle or trailer. For purposes of this section, the inside of the vehicle includes the trunk. 
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(f) While left unattended, vehicles and trailers shall be Jocked and secured. 

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

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

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

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

(k) When a distributor holds both aH A liceHse and an M liceHse, mediciHal and adult use 
cannabis goods may be transported iH the same vehicle oHly if the cannabis goods are elearly 
idelltified and marlrnd as "A" fur adult use cannabis goods, or "M" fur medicinal caHnabis goods 
both OH the physical paelcagiHg of the caHnabis goods and OH the shippiHg manifest. While in 
transport, the mediei.nal and adult use canHabis goods shall be placed iH separate boices or 
coHtainers in the vehicle. Under no circumstances may non-cannabis goods, except for cannabis 
accessories as defined in Business and Professions Code section 2600l(g), be transported with 
cannabis goods. 

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

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

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

§ 5312. Required Transport Vehicle Information 

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

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

(2) The year, make, model, license plate number, and numerical Vehicle Identification Number 
(VIN) for each vehicle and trailer used to transport cannabis goods; and 
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(3) Proofof insurance for each vehicle and trailer used to transport cannabis goods. 

(b) The distributor shall provide the Bureau with the information required by this section in 
writing for any new vehicle or trailer that will be used to transport cannabis goods prior to using 
the vehicle or trailer to transport cannabis goods. 

(c) The distributor shall provide the Bureau with any changes to the information required by this 
section in writing within 30 calendar days. 

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

§ 5313. Transport Personnel Requirements 

(a) No person under the age of21 years old shall be in a commercial vehicle or trailer 
transporting cannabis goods; and 

(b) Only a licensee-ef, an employee of the distributor, or security personnel who meets the 
requirements of section 5045 of this division shall be in a vehicle while transporting cannabis 
goods. 

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

§ 5314. Shipping Manifest 

(a) Prior to transporting cannabis goods, a distributor shall generate a shipping manifest through 
the track and trace system for the following activities: 

(1) Testing and sampling; 

(2) Sale of cannabis goods to a licensee; 

(3) Destruction or disposal of cannabis goods; and 

(4) Any other activity, as required pursuant to this division, or by any other licensing authority. 

(b) The distributor shall transmit the shipping manifest to the Bureau and the licensee that will 
receive the cannabis goods prior to transporting the cannabis goods. 

(c) The distributor shall ensure and verify that the cannabis goods being taken into possession for 
transport at the originating licensed premises are as described and accurately reflected in the 
shipping manifest. For purposes of this section, the distributor may verify that the cannabis 
goods are accurately reflected in the shipping manifest by confirming that the number ofboxes 
of cannabis goods, type of cannabis goods, weight or units of cannabis goods matches the label 
on the .boxes containing the cannabis goods. 

(1) The distributor shall not take into possession or transport: 

(A) Any cannabis goods that are not on the shipping manifest; or 

Bureau ofCannabis Control Emergency Regulations Readopt Text - Readopt June 2018 Page 51 of 124 



(B) Any cannabis goods that are less than or greater than the amount reflected on the shipping 

manifest. 

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

action related to such discrepancy. 

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

licensed premises. 

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

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

shipment by electronic mail. 

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

mail. 

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

§ 5315. Distributor Transport Only License 

(a) A distributor transport only liee!lsee shall be authorized to engage in the transport of ea!lHabis 
goods between liee!lsees. A distributor transport only licensee may transport cannabis goods 
between licensees; however, they shall not transport any cannabis goods except for immature 
plants and seeds to a retailer or to the retailer portion of a microbusiness. 

(b) Notwithstanding subsection (a) of this seetion, a distributor transport only licensee shall not 
be authorized to transport eannabis goods to the premises of a retailer, eiceept when the lieensee 
is transporting only immature plants and seeds from a lieensed ffilfsery to a lieensed retailer. 

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

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

(eg) A distributor transport only licensee shall comply with all of the requirements for a holder of 
a Type I I-Distributor license, except for those related to quality assurance and testing. 
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(f.!e) A distributor transport only licensee shall not hold title to any cannabis goods unless the 
licensee also holds a state-issued cultivation, manufacturing, retailer, or microbusiness license. 

(g:() Holding a distributor transport only license shall not authorize a licensee to: 

(1) Engage in the delivery of cannabis goods as defined in Business and Professions Code 
section 26001 (p); 

(2) Engage in the wholesale, destruction, packaging, labeling, or storing of cannabis goods; or 

(3) Arrange for the testing of cannabis goods by a testing laboratory. 

(g) Notwithstanding subsection {e) of this section, a distributor transport only licensee who is 
licensed to engage in self-distribution and whose premises will be on the same property as their 
licensed cultivation or manufacturing premises shall not be required to comply with the security 
provisions contained in Article 5 of this division. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 260 I 2, 26013 
and 26070, Business and Professions Code. 

Chapter 3. RETAILERS 

§ 5400. Access to Retailer Premises 

(a) Access to the licensed premises of an A-retailer licensee shall be limited to individuals who 
are at least 21 years of age. 

(b) Access to the licensed premises of an M-retailer licensee shall be limited to individuals who 
are at least I 8 years ofage and have a valid physician's recommendation. 

(c) If a licensed premises is shared by an A-license and an M-license pursuant to section 5025 of 
this division, the licensee may allow persons identified in subsections (a) and (b) above to access 
the premises. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26012, 26070 
and 26140, Business and Professions Code. 

§ 5401. Limited-Access Areas 

(a) A retailer shall establish limited-access areas and permit only authorized individuals to enter 
the limited-access areas. 

(b) Authorized individuals include individuals employed by the retailer as well as any outside 
vendors, contractors, or other individuals conducting business that requires access to the limited­
access area. 

(c) An individual in the limited-access area who is not employed by the retailer shall be escorted 
by an employee of the licensee at all times within the limited-access area. 

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

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

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

§ 5402. Retail Area 

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

(b) Acceptable forms of identification include the following: 

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

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

(3) A valid passport issued by the United States or by a foreign government. 

(c) A valid proofof identification must clearly indicate the age or birthdate of the individual. 

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

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

§ 5403. Hours of Operation 

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

(b) At any time the premises is not open for retail sales, the retailer shall ensure that: 

(I) The premises is securely locked with commercial-grade, nonresidential door locks; 

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

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

§ 5404. Retail Customers 

(a) A retailer shall only sell adult-use cannabis goods to individuals who are at least 21 years of 
age, and medicinal cannabis goods to individuals at least 18 years of age who possess a valid 
physician's recommendation for himself or herself or a person for whom he or she is a primary 
caregiver. 

(b) A retailer shall 'l'tlFify£onfirm the identity and age, and physician's recommendation if 
applicable, of a customer as required by section 5402(a) of this division. 

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

§ 5405. Cannabis Goods Display 

(a) Cannabis goods for inspection and sale shall only be displayed in the retail area. 

(b) The retailer shall Hot diSJ3lay eaHHaliis goods in a plaee visible fFom omside the lieensed 
premises. 

fe-) Cannabis goods may be removed from their packaging and placed in containers to allow for 
customer inspection. The containers shall not be readily accessible to customers without 
assistance ofretailer personnel. A container must be provided to the customer by the retailer or 
its employees, who shall remain with the customer at all times that the container is being 
inspected by the customer. 

(.£a) Cannabis goods removed from their packaging for display shall not be sold, shall not be 
consumed, and shall be destroyed pursuant to section 5054 of this division when the cannabis 
goods are no longer used for display. 

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

§ 5406. Cannabis Goods for Sale 

A retailer shall not make any cannabis goods available for sale or delivery to a customer unless: 

(a) The cannabis goods were received from a licensed distributor; 

(b) The retailer has verified that the cannabis goods have not exceeded their expiration or sell-by 
date if one is provided; and 

(c) In the case of manufactured cannabis products, the product complies with all requirements of 
Business and Professions Code section 26130 and all other relevant laws. 

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

Bureau ofCannabis Control Emergency Regulations Readopt Text - Readopt June 20 I 8 Page 55 of 124 



§5407. Sale of Non-Cannabis Products on Premises 

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

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

§ 5408. Live Plants 

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

(1) The plant is not flowering; 

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

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

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

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

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

§ 5409. Daily Limits 

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

(I) 28.5 grams of non-concentrated cannabis. 

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

(3) 6 immature cannabis plants. 

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

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

(2) 12 immature cannabis plants. 
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(c) If a valid physician• s recommendation contains a different amount than the limits listed in 
this section, the medicinal cannabis customer may purchase an amount ofmedicinal cannabis 
consistent with the patient's needs as recommended by a physician. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26012, Business 
and Professions Code; and Sections 11362.1 and 11362.77, Health and Safety Code. 

§ 5410. Customer Return of Cannabis Goods 

(a) For the purposes of this section, "customer return" means a customer's return of cannabis 
goods that were purchased from a retailer, back to the retailer the cannabis goods were purchased 
from. 

(b) A retailer may accept customer returns of cannabis goods that were previously sold to a 
customer. 

(c) A retailer shall not resell cannabis goods that have been returned. 

(d) A retailer shall treat any cannabis goods abandoned on the retailer premises as a customer 
return. 

(e) A retailer shall destroy all cannabis goods that have been returned to the retailer by a 
customer, in accordance with sections 5054 and 5055 of this division. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26012, Business 
and Professions Code 

§ 5411. Free Cannabis Goods 

(a) A retailer shall not provide free cannabis goods to any persori. A retailer shall not allow 
individuals who are not employed by the retailer to provide free cannabis goods to any person on 
the licensed premises. 

(b) Notwithstanding subsection (a) of this section, in order to provide access to medicinal 
cannabis patients who have difficulty accessing medicinal cannabis goods, a licensee who holds 
a Type IO-Retailer M-license, a Type 9-Retailer Non-storefront-M license, or a Type 12-
Microbusiness M-license that allows .for retail sales may provide free medicinal cannabis goods 
if all of the following criteria are met: 

(1) Free cannabis goods are provided only to a medicinal cannabis patient or primary caregiver 
for the patient in possession of a valid identification card issued under Section 11362.71 of the 
Health and Safety Code. 

(2) The cannabis goods comply with all applicable laboratory testing requirements under this 
division. 

(3) Prior to being provided to the patient or primary caregiver, the cannabis goods have been 
properly recorded in the track and trace system as belonging to the retailer. 

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

(6) The event shall be properly recorded in the retailer's inventory records and the track and trace 
system. 

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

Authority: Section 26013, Business and Professions Code. Reference: Sections 26013, 26153 
and 26160, Business and Professions Code. 

§ 5412. Packaging and Labeling 

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

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

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

§ 5413. Exit Packaging. 

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

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

§ 5414. Type 9- Non-Storefront Retailer 

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

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

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

(d) The licensed premises ofa Type 9-Non-Storefront Retailer licensee shall be closed to the 
public. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26012 and 
26070, Business and Professions Code. 
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§ 5415. Delivery 

(a) All deliveries of cannabis goods shall be performed by a delivery employee of a retailer. 

(b) Each delivery employee of a retailer shall be at least 21 years of age. 

(c) All deliveries of cannabis goods shall be made in person. A delivery of cannabis goods shall 
not be made through the use of an unmanned vehicle. 

(d) The process of delivery begins when the delivery employee leaves the retailer's licensed 
premises with the cannabis goods for delivery. The process of delivering ends when the delivery 
employee returns to the retailer's licensed premises after delivering the cannabis goods to the 
customer(s). During the process of delivery, the retailer's delivery employee may not engage in 
any activities except for cannabis goods delivery and necessary rest, fuel, or vehicle repair stops. 

(e) A delivery employee of a retailer shall, during deliveries, carry a copy of the retailer's current 
license, the employee's government-issued identification, and an identification badge provided 
by the employer pursuant to section 5043 of this division. 

(f) A retailer shall maintain an accurate list of the retailer's delivery employees. 

(g) Prior to providing cannabis goods to a delivery customer, a delivery employee shall confirm 
the age and identity of the customer. 

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

§ 5416. Delivery to a Physical Address 

(a) A retailer may only deliver cannabis goods to a physical address in California. 

(b) A retailer delivery employee shall not leave the State of California while possessing cam1abis 
goods. 

(c) A retailer shall not deliver cannabis goods to an address located on publicly owned land or 
any address on land or in a building leased by a public agency. This prohibition applies to land 
held in trust by the United States for a tribe or an individual tribal member unless the delivery is 
authorized by and consistent with applicable tribal law. 

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

§ 5417. Metlteds ef Delivery Vehicle Requirements 

(a) A retailer's delivery employee, carrying cannabis goods for delivery, shall only travel in an 
enclosed motor vehicle. Any vehicle used in the delivery of cannabis goods shall be operated by 
a delivery employee ofthe licensee. Only the licensee or an employee of the retailer licensee for 
whom delivery is being performed shall be in the delivery vehicle. 

(b) While carrying cannabis goods for delivery, a retailer's delivery employee shall ensure the 
cannabis goods are not visible to the public. Cannabis goods shall be locked in a box, container, 
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or cage that is secured on the inside of the vehicle. For purposes of this section, the inside of the 
vehicle includes the trunk. 

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

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

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

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

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

§ 5418. Cannabis Goods Carried During Delivery 

'Nhile making deliveries, a retffiler's delivery effifJlsyee shall nst earry eannabis g00as values in 
eiwess sf$3,000 at any time. This value shall be aeterminea using the eurrent retail priee sf all 
eannabis g06as earriea by the ernplsyee. 

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

employee. 

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

licensee to perform deliveries. 

(c) A retailer's delivery employee shall not leave the licensed premises with cannabis goods 
without at least one delivery order that has already been received and processed by the retailer. 

(d) Before leaving the licensed premises, the retailer's delivery driver must have a delivery 
inventory ledger of all cannabis goods provided to the retailer's delivery driver. For each 
cannabis good, the delivery inventory ledger shall include the type of good, the brand, the retail 
value. the track and trace identifier. and the weight, volume or other accurate measure of the 
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cannabis good. After each customer delivery, the delivery inventory ledger must be updated to 
reflect the current inventory in possession of the retailer's delivery driver. 

(e) The retailer's delivery driver shall maintain a log that includes all stops from the time the 
retailer's delivery driver leaves the licensed premises to the time that the retailer's delivery driver 
returns to the licensed premises, and the reason for each stop. The log shall be turned in to the 
retailer when the retailer's delivery driver returns to the licensed premises. The retailer must 
maintain the log as a commercial cannabis activity record as required by this division. 

(f) Prior to arrival at any delivery location, the retailer must have received a delivery reguest 
from the customer and provided the delivery request receipt to the retailer's delivery driver 
electronically or in hard copy. The delivery reguest receipt provided to the retailer's delivery 
driver shall contain all of the information required in section 5420 of this division, except for the 
date and time the delivery was made, and the signature of the customer. 

(g) Immediately upon request by the Bureau or any law enforcement officer, the retailer's 
delivery driver shall provide: 

(I) All delivery inventory ledgers from the time the retailer's delivery driver left the licensed 
premises up to the time of the reguest; 

(2) All delivery reguest receipts for cannabis goods carried by the driver, in the delivery vehicle, 
or any deliveries that have already been made to customers; and 

(3) The log of all stops from the time the retailer's delivery driver left the licensed premises up to 
the time of the request. 

(h) If a retailer's delivery driver does not have any delivery requests to be performed for a 30-
minute period, the retailer's delivery driver shall not make any additional deliveries and shall 
return to the licensed premises. Required meal breaks shall not count toward the 30-minute 
period. 

(i) Upon returning to the licensed premises, all undelivered cannabis goods shall be returned to 
inventory and all necessary inventory and track-and-trace records shall be updated as appropriate 
that same day. 

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

§ 5419. Cannabis Consumption During Delivery 

A retailer's delivery employees shall not consume cannabis goods while delivering cannabis 
goods to customers. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070 and 
26090, Business and Professions Code. 
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§ 5420. Delivery Request Receipt 

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

(a) The delivery request receipt shall contain the following: 

(1) The name and address of the retailer; 

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

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

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

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

(6) The delivery address; 

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

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

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

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

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

§ 5421. Delivery Route 

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

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070 and 
26090, Business and Professions Code. 
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§ 5422. Receiving Shipments of Inventory 

(a) A retailer shall receive a shipment of cannabis goods only from a distributor. 

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

(c) During business hours. shipments of cannabis goods shall not enter the premises through an 
entrance or exit that is available for use by the public. 

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

§ 5423. Inventory Documentation 

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

(a) A description of each item such that the cannabis goods can easily be identified; 

(b) An accurate measurement of the quantity of the item; 

(c) The date and time the cannabis goods were received by the retailer; 

(d) The sell-by or expiration date provided on the package of cannabis goods, if any; 

(e) The name and license number of the licensee that delivered the cannabis goods to the retailer; 

(f) The name and license number of the distributor that provided the cannabis goods to the 
retailer; and 

(g) The price the retailer paid for the cannabis goods, including taxes, delivery costs, and any 
other costs. 

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

§ 5424. Inventory Reconciliation 

(a) A retailer shall perform a reconciliation of its inventory at least once every 14 days. 

(b) A retailer shall verify that the retailer's physical inventory matches the retailer's records 
pertaining to inventory. 

(c) The result of inventory reconciliation shall be retained in the retailer's records and shall be 
made available to the Bureau upon request. 

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

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

§ 5425. Record of Sales 

(a) A retailer shall maintain an accurate record of sale for every sale made to a customer. 

(b) A record of a medicinal cannabis goods sale shall contain the following information: 

(I) The first name and employee number of the retailer employee who processed the sale; 

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

(3) The date and time of the transaction; 

(4) A list of all the cannabis goods purchased, including the quantity purchased; and 

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

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

§ 5426. Records 

All retailer-specific records in this chapter shall be maintained iri accordance with section 5037 
of this division. 

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

Chapter 4. MICRO BUSINESS 

§ 5500. Microbusiness 
(a) In order to hold a microbusiness license, a licensee must engage in at least three (3) of the 
following commercial cannabis activities: cultivation, manufacturing, distribution, and retail 

sale. 

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

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

(1) For an application indicating that the applicant intends to engage in cultivation under the 
Type 12-Microbusiness license all the required information under sections 5002, 5501, 5502 and 
5503 of this division. 
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(2) For an application indicating that the applicant intends to engage in manufacturing under the 
Type 12-Microbusiness license all the required information under sections 5002 and 5504 ofthis 

.division. 

(3) For an application indicating that the applicant intends to engage in distribution under the 
Type 12-Microbusiness license all the required information for an application seeking a Type I!­
Distributor license. 

(4) For an application indicating that the applicant intends to engage in retail sale under the Type 
12-Microbusiness license, all the required information for an application seeking a Type 10-
Retailer license. 

(d) All cultivation, manufacturing, distribution, and retail activities performed by a licensee 
under a Type 12-Microbusiness license shall occur on the same licensed premises. 

(e) A holder of a Type 12-Microbusiness license shall comply with the following: 

(I) A holder of a Type 12-Microbusiness license engaged in cultivation shall comply with all the 
rules and requirements applicable to the cultivation license type and applicable to the cultivation 
activities of the licensee. 

(2) A holder of a Type 12-Microbusiness license engaged in manufacturing shall comply with all 
the rules and requirements applicable to a Type 6-Manufacturer I license. 

(3) A holder of a Type 12-Microbusiness license engaged in distribution shall comply with all 
the rules and requirements applicable to a Type I I-Distributor license. 

(4) A holder of a Type 12-Microbusiness license engaged in retail sale shall comply with all the 
rules and requirements applicable to a Type I 0-Retailer license, or a Type 9-Non-Storefront 
Retailer license if retail sales are conducted by delivery only. 

(f) A holder of a Type 12-Microbusiness license may only engage in the commercial cannabis 
activity requested in the license application and approved by the Bureau at the time the license is 
issued. If the holder of a Type 12-Microbusiness license wants to engage in an additional 
commercial cannabis activity after the license is issued, the licensee shall submit an application 
to the Bureau indicating the requested changes and providing all information required for an 
application for the commercial cannabis activity the licensee wants to conduct. 

(g) A suspension or revocation of a Type 12-Microbusiness licensee shall affect all commercial 
cannabis activities allowed pursuant to that license. 

(h) Areas of the premises for manufacturing and cultivation shall be separated from the 
distribution and retail areas by a wall and all doors between the areas shall remain closed when 
not in use. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26013 and 
26070, Business and Professions Code. 
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§ 5501. Microbusiness Applications Including Cultivation Activities 

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

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

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

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

(d) A premises diagram pursuant to section 5006 of this division that shall also include: 

(I) All roads and water crossings on the property. 

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

(A) Sources of water used, including the location ofwaterbody diversion(s), pump location(s), 
and distribution system; and 

(B) Location, type, and capacity of each storage unit to be used for cultivation. 

(e) A proposed cultivation plan pursuant to section 5502 of this division. 

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

(I) A retail water supplier; 

(2) A groundwater well; 

(3) A rainwater catchment system; or 

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

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

(i) An attestation that the local fire department has been notified of the cultivation site if the 
applicant entity is an indoor license type. 

(j) An acknowledgement that the applicant understands that the information provided in the 
application that is relevant to the cultivation operation may be shared with the Department of 
Food and Agriculture for purposes of evaluating the applicant's qualifications for licensure. If 
the Department of Food and Agriculture corresponds directly with the applicant on matters 
related to the application, the applicant shall agree to cooperate. The applicant shall further agree 
that the Department ofFood and Agriculture may conduct inspections on the areas of the 
premises related to their respective oversight authority. 

(k) Ifapplicable, a detailed description of any fines or penalties for cultivation or production of a 
controlled substance on public or private land pursuant to Fish and Game Code section 12025 or 
12025.1 against the applicant or a business entity in which the applicant was an owner or officer 
within 3 years preceding the date of application. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26050, 26051.5 
and 26070, Business and Professions Code. 

§ 5502. Cultivation Plan Requirements 

A cultivation plan shall include all of the following: 

(a) A detailed premises diagram showing all cultivation activity areas, boundaries, and 
dimensions in feet. The total area of the following propesea areas te scale, if !lflfllieaa!e: 
cultivation activity areas shall be less than 10,000 square feet as provided in section 26070 of the 
Business and Professions Code. 

(1) Canopy area( s) ( which shall contain mature plants, at any point in timet1 including aggregate 
square footage if the canopy areas are noncontiguous; 

(2) Area(s) outside of the canopy where only immature plants shall be maintained, if applicable; 

(3) Designated pesticide and other agricultural chemical storage area(s); 

(4) Designated processing area(s) if the licensee will process on site; 

(5) Designated packaging area(s) if the licensee will package products on site; 

(6) Designated composting area( s) if the licensee will compost plant or cannabis waste on site; 

(7) Designated secured area(s) for cannabis waste if different than subsection (a)(6) above; 

(8) Designated area( s) for harvested cannabis storage; 

(9) Designated research and development area(s) which may contain mature plants for nursery 
only; 
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(10) Designated seed production area(s) which may contain mature plants for nursery only; and 

(b) For purposes of subsection(a)(I) in this section, canopy shall be calculated in square feet and 
measured using clearly identifiable boundaries of all areas(s) that will contain mature plants at 
any point in time, including all of the space(s) within the boundaries. Canopy may be 
noncontiguous, but each unique area included in the total canopy calculation shall be separated 
by an identifiable boundary which include, but are not limited to: interior walls, shelves, 
greenhouse walls, hoop house walls, garden benches, hedgerows, fencing, garden beds, or garden 
plots. Ifmature plants are being cultivated using a shelving system, the surface area of each level 
shall be included in the total canopy calculation. 

(c) For indoor and mixed-light cultivation, a lighting diagram with the following information 
shall be included: 

(I) Location of all lights in the canopy area(s); and 

(2) Maximum wattage, or wattage equivalent, of each light. 

(d) A pest management plan which shall include, but not be limited to, the following: 

(I) Product name and active ingredient(s) of all pesticides to be applied to cannabis during any 
stage of plant growth; and 

(2) Integrated pest management protocols including chemical, biological and cultural methods 
the applicant anticipates using to control or prevent the introduction ofpests on the cultivation 
site. 

(e) Cannabis waste procedures meeting the requirements of section 5002(c)(29)(E) of this 
division. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26050, 26051.5 
and 26070, Business and Professions Code. 

§ 5503. Supplemental Water Source Information 

The following information shall be provided for each water source identified by the applicant: 

(a) Retail water supply sources: 

(1) If the water source is a retail supplier, such as a municipal provider, as defined in Section 
13575 of the Water Code, identify the retail water supplier. 

(2) If the water source is a small retail supplier, such as a delivery service, and is subject to 
subdivision (a)(l)(B) of Section 26060.1 of the Business and Professions Code: 

(A) And if the contract is for delivery or pickup of water from a surface water body or an 
underground stream flowing in a known and definite charmel, provide all of the following: 

(i) The name of the contract water supplier; 
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(ii) The geographic location coordinates in either latitude and longitude or the California 
Coordinate System of any point of diversion used by the contract water supplier to divert water 
delivered to the applicant under the contract; 

(iii) The authorized place ofuse for any water right used by the contract water supplier to divert 
water delivered to the applicant under the contract; and 

(iv) The maximum amount ofwater delivered to the applicant for cannabis cultivation in any 
year. 

(B) And if the contract is for delivery or pickup of water from a groundwater well, provide all of 
the following: 

(i) The name of the contract water supplier; 

(ii) The geographic location coordinates for any groundwater well used to supply water delivered 
to the applicant, in either latitude and longitude or the California Coordinate System; 

(iii) The maximum amount of water delivered to the applicant for cannabis cultivation in any 
year;and 

(iv) A copy of the well log filed with the Department of Water Resources pursuant to Section 
13751 of the Water Code for each percolating groundwater well used to divert water delivered to 
the applicant. Ifno well log is available, the applicant shall provide evidence from the 
Department of Water Resources indicating that the Department of Water Resources does not 
have a record of the well log. When no well log is available, the State Water Resources Control 
Board may request additional information about the well. 

(b) If the water source is a groundwater well: 

(1) The groundwater well's geographic location coordinates in either latitude and longitude or 
the California Coordinate System; and 

(2) A copy of the well log filed with the Department ofWater Resources pursuant to Section 
13751 of the Water Code. Ifno well log is available, the applicant shall provide evidence from 
the Department of Water Resources indicating that the Department of Water Resources does not 
have a record of the well log. If no well log is available, the State Water Resources Control 
Board may request additional information about the well. 

(c) If the water source is a rainwater catchment system: 

(1) The total square footage of the catchment footprint area(s); 

(2) The total storage capacity, in gallons, of the catchment system(s); and 

(3) A detailed description of the type, nature, and location of each catchment surface. Examples 
of catchment surfaces include a rooftop and greenhouse. 

(d) If the water source is a diversion from a waterbody: 
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(1) Provide any applicable statement, application, permit, license, or small irrigation use 
registration identification number(s ); and either 

(A) A copy of any applicable registrations, permits, or licenses or proof of a pending application, 
issued under Part 2 (commencing with Section 1200) of Division 2 of the Water Code as 
evidence of approval of a water diversion by the State Water Resources Control Board; 

(B) A copy of any statements of diversion and use filed with the State Water Resources Control 
Board before October 31, 2017, detailing the water diversion and use; or 

(C) A copy of documentation submitted to the State Water Resources Control Board before 
October 31, 2017, demonstrating that the diversion is authorized under a riparian right and that 
no diversion occurred in any calendar year between January I, 2010, and January I, 2017. 

(2) If the applicant has claimed an exception from the requirement to file a statement of diversion 
and use, the applicant shall provide a copy of the documentation submitted to the State Water 
Resources Control Board before January 1, 2019, demonstrating that the diversion is subject to 
subdivision (a), (c), (d), or (e) of Section 5101 of the Water Code. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26050, 26051.5 
and 26070, Business and Professions Code; and Section 13149, Water Code. 

§ 5504. Microbusiness Applications Including Manufacturing Activities 

In addition to the information required in section 5002 of this division, an application for a 
microbusiness license that engages or will engage in manufacturing, shall include the following: 

(a) Type ofmanufacturing activity to be conducted at the premises (extraction, infusion, 
packaging, and/or labeling), and if applicable: 

(I) For extraction, the method of non-volatile extraction. IfCO2 is used as a method of 
extraction, a copy of the closed-loop system certification signed by a California-licensed 
engineer attesting that the system was commercially manufactured, safe for its intended use, and 
built to codes of recognized and generally accepted good manufacturing practices. 

(2) For infusion, a list of all infused products to be manufactured. 

(b) A list of all products that will be manufactured, packaged, or labeled, including the following 

information: 

(1) Product type (e.g., edibles) and identity (e.g., brownies); 

(2) Product brand name; and 

(3) Amount of cannabidiol (CBD) and tetrahydrocannabinol (THC) in the product. 

(c) An acknowledgment that the applicant understands that the information provided in the 
application that is relevant to the manufacturing operation may be shared with the State 
Department of Public Health for purposes of evaluating the applicant's qualifications for 
licensure. If the State Department of Public Health corresponds directly with the applicant on 
matters related to the application, the applicant shall agree to cooperate. The applicant shall 
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further agree that the State Department of Public Health may conduct inspections on the areas of 
the premises related to their respective oversight authority. · 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26050, 26051.5 
and 26070, Business and Professions Code. 

§ 5505. Cultivation Records for Licensees Engaging in Cultivation Activities 

(a) Cultivation plan(s); 

(b) All records evidencing compliance with the environmental protection measures required in 
sections 5501, 5502, and 5503 of this chapter; 

(c) All lot numbers and batch numbers associated with product in inventory. Lot numbers or 
batch numbers associated with product that has been retired from the track and trace system must 
be retained for six ( 6) months after the date the tags were retired; and 

(d) Records associated with the composting or disposal of cannabis waste. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26013, 26069, 
26160 and 26161, Business and Professions Code. 

§ 5506 Microbusiness Records for Lkensees Engaging in Manufacturing Activities 

(a) In addition to the records required by section 5037 of this division, a microbusiness engaging 
in manufacturing activities shall maintain batch production records. 

(b) The licensee shall prepare a written batch production record every time a batch of cannabis is 
manufactured. The batch production record shall accurately follow the appropriate 
manufacturing protocol, and each step of the protocol shall be performed in the production of the 
batch. 

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

(I) The batch or lot number of the finished batch of cannabis product of all cannabis products 
used in the batch; 

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

(3) The date and time of the maintenance, cleaning, and sanitizing of the equipment and 
processing lines used in producing the batch, or a cross-reference to records, such as 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 for packaging or labeling as a cannabis product), packaging, 
and label used; 

(5) The identity and weight or measure of each component used; 
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(6) A statement of the actual yield and a statement of the percentage of theoretical yield at 
appropriate phases ofprocessing; 

(7) The actual results obtained during any monitoring operation; 

(8) The results of any testing or examination performed during the batch production, or a cross­
reference to such results; and 

(9) Documentation, at the time ofperfonnance, of the manufacture of the batch, including: 

(A) The date on which each step of the manufacturing protocol was performed; and 

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

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

(ii) 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 

(iv) The initials of the person responsible for verifying the addition of components to the batch. 

(10) Documentation, at the time ofperformance, ofpackaging and labeling operations, 
including: 

(A) An actual or representative label, or a cross-reference to the physical location of the actual or 
representative label specified in the manufacturing record; 

(B) The expected number of packaging and labels to be used, the actual quantity of the 
packaging and labels used, and, when label reconciliation is required, reconciliation of any 
discrepancies between issuance and use oflabels; and 

(C) The results of any tests or examinations conducted on packaged and labeled cannabis 
products (including repackaged or relabeled cannabis products), or a cross-reference to the 
physical location of such results. 

(11) Documentation at the time of performance that quality control personnel have: 

(A) Reviewed the batch production record; 

(B) Reviewed all monitoring operation(s) required in section 40264 of title 17 of the California 
Code of Regulations; 

(C) Reviewed the results of all tests and examinations, including tests and examinations 
conducted on components, in-process materials, finished batches of cannabis product, and 
packaged and labeled cannabis products; 

(D) Either approved and released--or rejected--the batch for distribution; and 
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(E) Either approved and released--or rejected-- the finished cannabis product, including any 
repackaged or relabeled cannabis product. 

(12) Documentation at the time ofperformance of any required material review and disposition 
decision. 

(d) The batch production record shall: 

(1) Contain the actual values and observations obtained during monitoring and, as appropriate, 
during verification activities; 

(2) Be accurate, indelible, and legible; 

(3) Be created concurrently with performance of the activity documented; 

(4) Be as detailed as necessary to provide history ofwork performed; and: 

(A) Include information adequate to identify any associated manufacturing facility ( e.g., the 
name, license number, and when necessary, the location of the facility); 

(B) Include the date and, when appropriate, the time of the activity documented; 

(C) Include the signature or initials of the person performing the activity; and 

(D) Where appropriate, include the identity of the product and the lot number or batch identifier, 
if any. 

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

Chapter 5. CANNABIS EVENTS 

§ 5600. Cannabis Event Organizer License 

(a) To obtain a temporary cannabis event license, the event organizer must first apply for and 
obtain a cannabis event organizer license. 

(b) Cannabis event organizers licensed under this section shall comply with chapter 1 of this 
division with the eirneptiea ef exct;pt for sections 5001-5002, 5006-5008, 5010, 5016, 5019, 
5025-5029, 5032-5034, aad-5042-5044, and 5046-5055. 

(c) A cannabis event organizer licensee is not authorized or licensed to cultivate, distribute, 
manufacture, or retail cannabis or cannabis products without first obtaining the appropriate 
licenses or authoriz&tions to engage in such commercial cannabis activities. 

(d) A cannabis event organizer shall comply with the records retention provisions of section 
503 7 of this division. Records shall be kept by the cannabis event organizer in a manner that 
allows the records to be produced for the Bureau in either hard copy or electronic form, 
whichever the Bureau requests. Failure to produce records upon the Bureau's request may result 
in disciplinary action against the cannabis event organizer license and/or denial of a temporary 
cannabis event license. 
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(e) Cannabis event organizer applications may be completed online at www.bcc.ca.gov or by 
delivering a printed copy to the Bureau's office(s). 

(f) Applicants who submit their applications online shall first register for a user account as 
provided by section 5002(b) of this division. 

(g) An application must be completed by an owner as defined by Business and Professions Code 
section 2600l(al). An application for cannabis event organizer licensure includes the following: 

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

(2) If applicable, the business trade name ("DBA") of the applicant. 

(3) Payment of an application fee pursuant to section 5014 of this division. 

(~) Whether the owner is serving or has previously served in the military. Disclosure of military 
service is voluntary. An applicant who has served as an active duty member of the Armed Forces 
of the United States and was honorably discharged and who can provide evidence of such 
honorable discharge shall have his or her application expedited pursuant to Business and 
Professions Code section 115.4. 

(42) A list of the license types and the license numbers issued from the Bureau and all other state 
cannabis licensing authorities that the applicant holds, including the date the license was issued 
and the licensing authority that issued the license. 

( ~§) Whether the applicant has been denied a license or has had a license suspended or revoked 
by the Bureau or any other state cannabis licensing authority. The applicant shall provide the 
type oflicense applied for, the name of the licensing authority that denied the application, and 
the date of denial. 

(61) The mailing address for the applicant. 

(+.S.) The telephone number for the applicant. 

(&2) The website address of the applicant's business, if applicable. 

(9.lQ) The email address for the applicant's business. 

(Wll) Contact information for the applicant's designated primary contact person including the 
name, title, phone number, and email address of the individual. 

(12) The federal employer identification number for the applicant's business. 

(HU) A description of the business organizational structure of the applicant, such as partnership 
or corporation. 

(-RH) The business-formation documents, which may include, but are not limited to, articles of 
incorporation, operating agreements, partnership agreements, and fictitious business name 
statements. The applicant shall also provide all documents filed with the California Secretary of 
State, which may include, but are not limited to, articles of incorporation, certificates of stock, 
articles of organization, certificates oflimited partnership, and statements of partnership 
authority. If the commercial cannabis business is held in trust, the applicant shall provide a copy 
of the trust. 
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(H15) A list of every fictitious business name the applicant is operating under including the 
address where the business is located. 

(-l-41.Q) An applicant that is a foreign corporation shall include in its application the certificate of 
qualification issued by the California Secretary of State under Corporations Code section 2l05. 

(-1--§11) The applicant shall supply the following financial information: 

(A) A list of funds belonging to the applicant's cannabis event organizing business held in 
savings, checking, or other accounts maintained by a financial institution. The applicant shall 
provide, for each account, the financial institution's name, the financial institution's address, 
account type, account number, and the amount of money in the account. 

(B) A list ofloans made to the applicant for its use in cannabis event organizing activities. For 
each loan, the applicant shall provide the amount of the loan, the date of the loan, term( s) of the 
loan, security provided for the loan, and the name, address, and phone number of the lender. 

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

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

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

(++12) A complete list of every owner of the applicant as defined in Business and Professions 
Code section 26001(al). Each individual named on this list shall submit the following 
information: 

(A) The full name of the owner. 

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

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

(D) The owner's social security number or individual taxpayer identification number. 

(E) The owner's mailing address. 

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

(G) The owner's email address. 

(H) The owner's current employer. 

(I) The percentage of the ownership interest held in the applicant entity by the owner. 
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(J) Whether the owner has an ownership or a financial interest as defined in sections 5003 and 
5004, respectively, of this division in any other commercial cannabis business licensed under the 
Act. 

(K) A copy of the owner's government-issued identification. Acceptable forms of identification 
are a document issued by a federal, state, county, or municipal government that includes the 
name, date ofbirth, physical description, and picture of the person, such as a driver license. 

(L) A detailed description of the owner's convictions. A conviction within the meaning of this 
section means a plea or verdict of guilty or a conviction following a plea of nolo contendere. 
Convictions dismissed under Penal Code section 1203.4 or equivalent non-California law must 
be disclosed. Convictions dismissed under Health and Safety Code section 11361.8 or equivalent, 
non-California law must be disclosed. Juvenile adjudications and traffic infractions under $300 
that did not involve alcohol, dangerous drugs, or controlled substances do not need to be 
included. For each conviction, the owner shall provide the following: 

(i) The date of conviction. 

(ii) Dates of incarceration, if applicable. 

(iii) Dates ofprobation, if applicable. 

(iv) Dates of parole, if applicable. 

(v) A detailed description of the offense for which the owner was convicted. 

(vi) A statement of rehabilitation for each conviction. The statement of rehabilitation is to be 
written by the owner and may contain evidence that the owner would like the Bureau to consider 
that demonstrates the owner's fitness for licensure. Supporting evidence may be attached to the 
statement of rehabilitation and may include, but is not limited to, a certificate of rehabilitation 
under Penal Code section 4852.01, and dated letters ofreference from employers, instructors, or 
professional counselors that contain valid contact information for the individual providing the 
reference. 

(M) If applicable, a detailed description of any suspension of a commercial cannabis license, 
revocation of a commercial cannabis license, or sanctions for unlicensed commercial cannabis 
activity by a licensing authority or local agency against the applicant or a business entity in 
which the applicant was an owner or officer within the three years immediately preceding the 
date of the application. 

(N) Attestation to the following statement: Under penalty of perjury, I hereby declare that the 
information contained within and submitted with the application is complete, true, and accurate. I 
understand that a misrepresentation of fact is cause for rejection of this application, denial of the 
license, or revocation of a license issued. 

(!%20) For an applicant with 20 or more employees, the applicant shall attest that the applicant 
has entered into a labor peace agreement and will abide by the terms of the agreement, and the 
aj3plicant shall proYide a copy of the agFeement to the Bureau. For applicants who have not yet 
entered into a labor peace agreement, the applicant shall provide a notarized statement indicating 
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the applicant will enter into and abide by the terms of a labor peace agreement as soon as 
reasonably practicable after licensure. 

(WW The limited waiver of sovereign immunity required by section 5009 of this division, if 
applicable. 

Authority: Sections 115.4 and 26013, Business and Professions Code. Reference: Sections 115.4, 
144, 26012 and 26200, Business and Professions Code. 

§ 5601. Temporary Cannabis Event License 

(a) A temporary cannabis event license authorizes a licensed cannabis event organizer to hold a 
temporary cannabis event where the onsite sale and consumption of cannabis goods is authorized 
at the location indicated on the license during the dates indicated on the license. 

(hl A temporary cannabis event license shall only be issued to a person who holds a cannabis 
event organizer license issued by the Bureau. 

(8.£) Violations of the requirements applicable to temporary cannabis events may result in 
disciplinary action against the cannabis event organizer license or any other licenses held by a 
licensee participating in the temporary cannabis event and responsible for the violation under 
Business and Professions Code section 26070.5. 

~(d) A temporary cannabis event license shall only be issued for a single day or up to 4 
consecutive days. No temporary cannabis event license will be issued for more than 4 days. 
Teffiflorar:,· eannabis e•,·ent lieeases will aot be iss1c1ed separntely for eoaseem:ive days for the 
same e•,·eat. 

(d,!e) An application for a temporary cannabis event license shall be submitted to the Bureau no 
less than 60 days before the first day of the temporary cannabis event. An &pjllieatioa for a 
tem.jlOFaf)' eannabis O'leflt lieease shall iaelude the fo!le•,fiag: 

(f) A temporary cannabis event may only be held on the grounds of a county fair or district 
agricultural association. Temporary cannabis events are not required to take place on the same 
dates as the county fairs or district agricultural association events at these locations. 

(g) A temporary cannabis event license shall not be issued for a premises that is licensed for the 
sale of alcohol or tobacco. 

(h) An application for a temporary cannabis event license shall include the following: 

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

(2) The license number for each state cannabis license held by the applicant. 

(3) The address of the eomty fair or distriet agrie1c1lrnrnl asseeiatiea location where the 
temporary cannabis event will take jllaee be held. 

(4) The name of the temporary cannabis event. 
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(5) A diagram of the physical layout of the temporary cannabis event. The diagram shall clearly 
indicate where the temporary cannabis event will be taking place on the location grounds-ef.the 
eYellt's loeation, all cannabis consumption areas, all retail areas where cannabis goods will be 
sold, and the specific location of each cannabis licensee who will be participating in the event. 
The diagram shall not contain highlighting and the markings on the diagram shall be in black­
and-white print. 

(6) The dates for which the temporary cannabis event license is being sought. A temporary event 
license is required for any date in which the applicant engages in onsite cannabis sales or allows 
onsite cannabis consumption. 

(7) Contact information for the applicant's designated primary contact person regarding the 
temporary event license, including the name, title, address, phone number, and email address of 
the individual. 

(8) Written approval from the local jurisdiction authorizing the applicant to engage in onsite 
cannabis sales to, and onsite consumption by, persons 21 years of age or older at the temporary 
cannabis event. 

(9) A list of all licensees that will be providing onsite sales of cannabis goods at the temporary 
cannabis event. 

(I 0) Attestation to the following statement: Under penalty of perjury, I hereby declare that the 
information contained within and submitted with the application is complete, true, and accurate. I 
understand that a misrepresentation of fact is cause for rejection of this application, denial of the 
license, or revocation of a license issued. 

( ei) If the list oflicensees participating in the temporary cannabis event changes after the 
application is submitted or after the lieenseelicense is issued, the applicant shall submit a-tinal an 
updated list and an updated diagram, as required in subsection (f)(5) of this section, to the 
Bureau no less than 5 days72 hours before the event. Licensees not on the list may submitted to 
the Bureau shall not participate in the temporary cannabis event. 

(j) The event organizer shall hire or contract for security personnel to provide security services at 
the licensed temporary cannabis event. All security personnel hired or contracted for by the 
licensee shall be at least 21 years of age, licensed by the Bureau of Security and Investigative 
Services, and comply with Chapters 11.4 and 11.5 ofDivision 3 of the Business and Professions 
Code. Security personnel shall be present on the premises at all times cannabis goods are 
available for sale and/or cannabis consumption is allowed on the premises. 

(k) A cannabis event organizer shall maintain a clearly legible sign, not less than 7" x 11" in size 
reading, "No Persons Under 21 Allowed" at or near each public entrance to any area where the 
sale or consumption of cannabis goods is allowed. The lettering of the sign shall be no less than 
I inch in height. 

(I) All cannabis waste generated at a temporary cannabis event shall be collected and disposed of 
in accordance with the requirements of sections 5054 and 5055 of this division. The cannabis 
event organizer may contract or arrange for the collection and disposal of cannabis waste 
generated during the temporary cannabis event. . 
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(m) A cannabis event organizer and all oth:er licensees participating in a temporary cannabis 
event are required to comply with: section 5037 ofth:is division and all oth:er applicable 
requirements in th:e Act and th:is division pertaining to record ke@ing. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26200, Business 
and Professions Code. 

§ 5602. Temporary Cannabis Event Sales 

(a) Only persons age 21 or older may purchase and consume cannabis goods at a temporary 
cannabis event. Prior to selling cannabis goods to a customer, th:e licensee making th:e sale shall 
verify that confirm, using valid identification as specified in section 5402 ofth:is division, th:e age 
and identity ofth:e customer" is 21 years of age or older. 

(b) All sales of cannabis goods at a temporary cannabis event must occur in a retail area as 
designated in th:e premises diagram pursuant to section 5601, subsection (h:)(5). 

(£) Each: sale at a temporary cannabis event sh:all be performed by a retailer or microbusiness 
authorized to sell cannabis to retail customers. Th:e cannabis event organizer may also sell 
cannabis goods at th:e temporary cannabis event ifth:e organizer separately h:olds a license 
authorizing th:e retail sale of cannabis goods. 

(aj) All sales at a temporary cannabis event sh:all occur on th:e dates stated on th:e license and 
sh:all occur at th:e location stated on th:e license. All onsite sales of cannabis goods must comply 

.with: th:e hours of operation requirements of section 5403, sabseetion (a), ofth:is division. 

(d!e) Sale or consumption of alcohol or tobacco shall not be allowed on th:e temporary cannabis 
event premises. 

(e:I:) Th:e cannabis goods sold onsite at a temporary cannabis event sh:all be transported to the site 
by a distributor in compliance with: th:e Act and th:is division. 

( ft-Alig) Except small amounts of cannabis goods used for display, all cannabis goods for sale at 
a temporary cannabis event shall be in eomplianee with stored in a secure, locked container th:at 
is not accessible to th:e public. Cannabis goods being stored by a licensee at a temporary cannabis 
eventsh:all not be left unattended. Licensees may sh:are the secure, locked container; however, 
each licensee using th:e container shall be held responsible for any violations of th:is section and 
subject to disciplinary action. 

(h) All cannabis goods at a cannabis event sh:all comply with: all requirements for laboratory 
testing and labeling within the Act and this division. 

(gi) All cannabis goods at a temporary cannabis event sh:all be in compliancecomply with: all 
track and trace requirements within th:e Act and th:is division. 

(hj) All cannabis goods used for display at a temporary cannabis event sh:all be-iR 
C0IBJlliancecomply with: th:e requirements of section 5405, subsections (a), ( c) and ( d), of th:is 
division. 

(ik) All cannabis goods sold at a temporary cannabis event shall be placed in an exit package 
pursuant to section 5413 of th:is division. 
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(H) All customer returns of cannabis goods at a temporary cannabis event shall be maae in 0e--ffi 
eeHlf)liaaeecomply with section 5410 of this division. 

(km) The daily sales limits under section 5409 of this division apply to sales made at a temporary 
cannabis event. 

(ln) A retailer shall only provide free cannabis goods to a person at a temporary cannabis event if 
the retailer complies with all requirements of section 5411 of this division. 

(fHQ) The cannabis event organizenvhe helds the teffif)erary ear.na!Jis event lieense shall be 
responsible for ensuring that all rules and requirements for the onsite sale of cannabis goods are 
followed. 

(p) Any compensation paid from a retailer to a cannabis event organizer for participation in a 
temporary cannabis event shall not be determined based on, or be contingent on, the sale of 
cannabis goods. 

Authority: Section 26013, Business and Professions Code. Reference: Section 26200, Business 
and Professions Code. 

§ 5603. Temporary Cannabis Event Consumption 

(a) Access to the area where cannabis consumption is allowed shall be restricted to persons 21 
years of age or older. 

(b) The event organizer licensee shall ensure that cannabis consumption is not visible from any 
public place or non-age-restricted area. 

(c) Sale or consumption of alcohol or tobacco shall not be allowed on the premises. 

(d) The event organizer shall hire or contract for security personnel who are at least 21 years of 
age to provide security services at the licensed temporary cannabis event. All security personnel 
hired or contracted for by the licensee shall be licensed by the Bureau of Security and 
Investigative Services and shall comply with Chapters 11.4and11.5 of Division 3 of the 
Business and Professions Code. 

(e) All requirements for onsite cannabis consumption imposed by the relevant local jurisdiction 
shall be followed. 

(f) The cannabis event organizer, who holds the temporary cannabis event license, shall be 
responsible for ensuring that all rules and requirements for the onsite consumption of cannabis 
goods are followed. 

(g) A cannabis event organizer and all other licensees participating in a temporary cannabis event · 
are required to follow all applicable requirements in this division pertaining to record keeping 
and waste management. 

(h) Any compensation paid from a retailer to a cannabis event organizer for participation in a 
temporary cannabis event shall not be determined based on, or tied to, the sale of cannabis 
goods. 
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Authority: Section 26013, Business and Professions Code. Reference: Section 26200, Business 
and Professions Code. 

Chapter 6. TESTING LABORATORIES 

Article 1. Chapter Definitions 

§ 5700. Def"mitions 

In addition to the definitions in section 5000 of this division, the following definitions apply to 
this chapter. 

(a) "Acceptance criteria" means the specified limits placed on the characteristics of an item or 
method that are used to determine data quality. 

(b) "Accredited college or university" means a college or university accredited by a regional or 
national accrediting agency that is an accreditor recognized by the Secretary of the US 
Department of Education. 

(c) "Accreditation body" means an impartial non-profit organization that operates in 
conformance with the International Organization for Standardization (ISO) / International 
Electrotechnical Commission (IEC) standard 1701 I and is a signatory to the International 
Laboratory Accreditation Cooperation (ILAC) Mutual Recognition Arrangement (MRA) for 
Testing. 

(d) "Action level" means the threshold value that provides the criterion for determining whether 
a sample passes or fails an analytical test. 

(e) "Analyte" means a chemical, compound, element, bacteria, yeast, fungus, or toxin to be 
identified or measured. 

(f) "Analytical batch" means a group of samples that is prepared together for the same analysis 
and analyzed sequentially using the same instrument calibration curve and that have common 
analytical quality control checks. 

(g) "Analytical method" means a technique used qualitatively or quantitatively to determine the 
composition of a sample or a microbial contamination of a sample. 

(h) "Cannabinoid" means a class of diverse chemical compounds derived from a cannabis plant. 

' 
(i) "CAS number" means the unique numerical identifier assigned to every chemical substance 
by Chemical Abstracts Service, a division ofthe American Chemical Society. 

G) "CBD" means cannabidiol, CAS number 13956-29-1. 

(k) "CBDA'' means cannabidiolic acid, CAS number 1244-58-2. 

(!) "CBG" means cannabigerol, CAS number 25654-31-3. 

(m) "CBN" means cannabinol, CAS number 521-35-7. 
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(n) "Certificate of accreditation" means a document issued by an accreditation body that attests 
to the laboratory's competence to carry out specific testing analysis. 

(o) "Certificate of analysis" means the report prepared by the laboratory about the analytical 
testing performed and results obtained by the laboratory. 

(p) "Certified reference material" means a reference material prepared by a certifying body or a 
party independent of the laboratory with ISO/IEC 17034 accreditation. 

(q) "Continuing calibration verification" means a type of quality control sample that is a mid­
range calibration standard which checks the continued validity of the initial calibration of the 
instrument. 

(r) "Exclusivity" means the specificity of the test method for validating microbial testing 
methods. It evaluates the ability of the method to distinguish the target organisms from similar 
but genetically distinct non-target organisms. 

(s) "Field duplieate sample" means a sample that is taken in the identieal manner and frem the 
same eaooahis bateh being sampled as the primary sample. It is anal~ed separately frem the 
primary sample and is used fur quality eentrel purpeses enly. 

(:t~) "Foreign material" means any filthy, putrid, or decomposed substance including hair, 
insects, excreta, or related adulterant that may be hazardous or cause illness or injury to the 
consumer. 

(ui) "Frequency" means the number of items occurring in each category. Frequency may be 
determined by analytical method or laboratory specific requirements for accuracy, precision of 
the analysis, or statistical calculation. 

(VI!) "Sample increment" means a portion of a batch that, together with other increments, makes 
up the sample. 

(wy) "Inclusivity" means, related to microbiological method validation, the sensitivity of the test 
method. It evaluates the ability of the test method to detect a wide range of target organisms by a 
defined relatedness. 

(*:W "Inhalable" means consumable in gaseous or vapor form through the lungs. 

(n) "ISO/IEC" means the joint technical committee of the International Organization for 
Standardization (ISO) and the International Electrotechnical Commission (IEC). 

(,;y) "ISO/IEC 17025" means the general requirements specified by the JSO/IEC for the 
competence of testing and calibration laboratories. 

(aa~) "JSO/IEC 17034" means the general requirements established by the ISO/IEC for the 
competence of reference material producers. 

(bbaa) "ISO/IEC 17043" means the general requirements established by the JSO/IEC for 
proficiency testing. 
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( eebb) "Laboratory" means "testing laboratory" as defined at Business and Professions Code 
section 2600l(as). 

(adc_f) "Laboratory replicate sample" means a duplicate sample of the jlrimaryrcpresentative 
sample used for quality control purposes to demonstrate reproducibility. It is prepared in the 
identical manner as the jlrimaryrcpresentative sample and analyzed separately from the 
primaryrepresentative sample. 

(eed_g) "Laboratory quality assurance" means the set of operating principles that enable 
laboratories to produce defensible data ofknown accuracy and precision and includes employee 
training, equipment preventative maintenance procedures, calibration procedures, and quality 
control testing, among other things. 

(~ "Limit of detection" means the lowest quantity of a substance or analyte that can be 
distinguished from the absence of that substance within a stated confidence limit. 

(ggf_f) "Limit ofquantitation" means the minimum concentration of an analyte in a specific 
matrix that can be reliably quantified while also meeting predefined goals for bias and 
imprecision. 

(hhgg) "Matrix" means the substances that are present in a sample except for the analyte( s) of 
interest. 

(iihh) "Matrix spike duplicate" means the duplicate sample of the matrix spike sample that is 
prepared by adding a known quantity of a target analyte to a sample matrix or to a matrix that is 
as closely representative of the matrix being analyzed as possible. 

(iiii) "Matrix spike sample" means a sample prepared by adding a known quantity of the target 
analyte to a sample matrix or to a matrix that is as closely representative of the matrix being 
analyzed as possible. 

(kkjj.) "Method blank" means an analyte free matrix to which all reagents are added in the same 
volumes or proportions as used in the sample preparation. 

(l±kk) "Moisture content" means the percentage of water in a sample, by weight. 

(mm.!D "Non-target organism" means an organism that the test method or analytical procedure is 
not testing for and can be used in evaluating the specificity of a test method. 

(Hflffim) "Percent recovery" means the percentage of a measured concentration relative to the 
added ( spiked) concentration in a reference material, matrix spike sample, or matrix spike 
duplicate. A li!boratory shall calculate the percent recovery by dividing the sample result by the 
expected result then multiplying that the quotient by 100. 

(eenn) "Practical experience" means experience performing scientific analytical tests in a 
laboratory setting using equipment, instruments, kits, and materials routinely found in a 
laboratory. Practical experience includes experience in any type oflaboratory setting and is not 
limited to cannabis-specific laboratories. 
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(pp) "Primary sample" means a sample that is eomprised of several inerements of either eaooabis 
or eaooaais prodaets that are eolleeted from a aateh for testing. 

{QQEJ:Et) "Proficiency test" means an evaluation of a laboratory's performance against pre­
established criteria by means of interlaboratory comparisons of test measurements. 

(Jmrr) "Proficiency test sample" means a sample that is prepared by a party independent of the 
testing laboratory with the ISO/IEC 17043 accreditation, where the concentration and identity of 
an analyte that is known to the independent party, but is unknown to the testing laboratory and 
testing laboratory employees. 

(ggss) "Quality control" means the set of measures implemented within an analytical procedure 
to ensure that the measurement system is operating in a state of statistical control for which 
errors have been reduced to acceptable levels. 

(rrtt) "Quality control sample" means a sample that is produced and used by a laboratory for the 
purpose of assuring the quality of the data and results. Quality control samples include blank 
samples, matrix spike samples, field duplicate samples, replicate samples, and reference material 
samples. 

(ssaa) "Reagent" means a compound or mixture added to a system to cause a chemical reaction 
or test if a reaction occurs. A reagent may be used to tell whether a specific chemical substance 
is present by causing a reaction to occur with the chemical substance. 

(llw) "Reference material" means material containing a known concentration of an analyte of 
interest that is in solution or in a homogeneous matrix. 

(uuww) "Reference method" means the method by which the performance of an alternate 
method is measured or evaluated. 

(vvie.) "Relative percent difference" means the comparative statistic that is used to calculate 
precision or random error. RPD is calculated using the following equation: 

RPD = I (primary representative sample measurement - duplicate sample measurement) 
I ! ([primary representative sample measurement+ duplicate sample measurement]/ 2) x 
100% 

(wwyy) "Relative standard deviation" means the standard deviation expressed as a percentage of 
the means recovery. RSD is calculated using the following equation: 

RSD = (s / x) x 100%; wheres= standard deviation and x = mean 

(;s,\XX) "Representative" means a small quantity of the batch whose characteristics'represent, as 
accurately as possible, the entire batch, thus allowing the results to be generalized. 

( aaayy) "Requester" means the person who submits a request to the laboratory for testing of 
cannabis or cannabis product from an entity licensed under this division. 

(aaazz) "Sample" means a representative part of, or a single item from, a batch which is 
comprised of several sample increments. 
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(eooaaa) "Sampler" means the laboratory employee responsible for obtaining samples of 
cannabis or cannabis product from a distributor. 

( dddbbb) "Sanitize" means to sterilize, disinfect, or make hygienic. 

( eeeccc) "Scope of accreditation" means the tests or types of tests performed, materials or 
products tested, and the methods used for testing cannabis or cannabis products for which the 
accreditation has been granted. 

(fffiidd) "Tamper-evident" means a one-time-use security tape or seal that is affixed to the 
opening of a package, allowing a person to recognize whether the package has been opened. 

(gggeee) "Target organism" means an organism that is being tested for in an analytical procedure 
or test method. 

(hhhffi) "THC" and "delta-9 THC" means tetrahydrocannabinol, CAS number 1972-08-3. 

(iiiggg) "THCA" means tetrahydrocannabinolic acid, CAS number 23978-85-0. 

(ilihhh) "Validation" means the confirmation by examination and objective evidence that the 
requirements for a specific intended use or analytical method are fulfilled. 

(14kiii) "Water activity" means the measure of the quantity of water in a product that is available 
and therefore capable of supporting bacteria, yeasts, and fungi and which is reported in units Aw. 

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

Article 2. Laboratory License 

§ 5701. General Laboratory License Requirements 

(a) A licensed laboratory shall maintain ISO/IEC 17025 accreditation for the testing of the 
following: 
(I) Cannabinoids; 

(2) Heavy metals; 

(3) Microbial impurities; 

(4) Mycotoxins; 

(5) Residual pesticides; 

(6) Residual solvents and processing chemicals; and 

(7) If tested, terpenoids. 

(b) A licensed laboratory shall retain, and make available to the Bureau upon request, all records 
associated with the licensee's ISO/IEC 17025 certificate of accreditation. 
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Authority: Section 26013, Business and Professions Code. Reference: Section 26100, Business 
and Professions Code 

§ 5702. Laboratory License Applicatlon 

In addition to the information required in section 5002 of this division, an application for a 
testing laboratory license includes the following: 

(a) A valid certificate of accreditation, issued by an accreditation body, that attests to the 
laboratory's competence to perform testing of the following: 

(1) Cannabinoids; 

(2) Heavy metals; 

(3) Microbial impurities; 

(4) M ycotoxins; 

(5) Residual pesticides; 

(6) Residual solvents and processing chemicals; and 

(7) If tested, terpenoids. 

(b) Standard operating procedures for the following testing methods: 

(1) Cannabinoids; 

(2) Foreign material; 

(3) Heavy metals; 

(4) Microbial impurities; 

(5) Moisture content and water activity; 

(6) Mycotoxins; 

(7) Residual pesticides; 

(8) Residual solvents and processing chemicals; 

. (9) Iftested, terpenoids; and 

(10) Iftested, homogeneity. 

(c) Standard operating procedures for the sampling of cannabis and cannabis products. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26012, 26050, 
26051.5, 26055, 26102 and 26104, Business and Professions Code 
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§ 5703. Provisional Testing Laboratory License 

(a) A laboratory may apply for a provisional license prior to receiving ISO/IEC 17025 
accreditation provided that the applicant meets all other licensure requirements for a testing 
laboratory and submits to the Bureau an application in compliance with section 5002 of this 
division and an attestation that the applicant has or intends to seek ISO/IEC 17025 accreditation 
for all testing methods required by this division. 

(b) A provisional testing laboratory license shall be valid for 12 months. The annual license fee 
for a provisional license shall be determined pursuant to section 5014 of this division. 

(c) To timely renew a provisional license, a completed license renewal form and the annual 
renewal license fee pursuant to section 5014 of this division shall be received by the Bureau from 
the licensee no earlier than 60 calendar days before the expiration of the license and no later than 
5:00 p.m. Pacific Time on the last business day before the expiration of the license if the renewal 
form is submitted to the Bureau at its office(s), or no later than 11 :59 p.m. on the last business 
day before the expiration of the license if the renewal form is submitted to the Bureau through its 
electronic licensing system. Failure to receive a notice for license renewal does not relieve a 
licensee of the obligation to renew a provisional license as required. 

(d) In the event the license is not renewed prior to the expiration date, the licensee must not test 
any commercial cannabis goods until the license is renewed. · 

(e) A licensee may submit a license renewal form up to 30 days after the license expires. Any 
late renewal form will be subject to a late fee equal to 50 percent of the applicable licensing fees 
required by subsection ( c) of this section. 

(f) The license renewal form shall contain the following: 

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

(2) The license number and expiration date; 

(3) The licensee's address ofrecord and premises address; and 

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

(g) The Bureau may renew a provisional license for an initial renewal period of 12 months. 

(h) After one renewal, the Bureau m,!y renew the provisional license for additional 12-month 
periods if the licensee has submitted an application for the ISO/IEC 17025 accreditation. In 
addition to the information required for a renewal form pursuant to subsection (f) of this section, 
any renewal request pursuant to this section shall also include an attestation that the licensee's 
application for each ISO/IEC 17025 is pending with the accrediting body, the name of the 
accrediting body, and the date the application was submitted to the accrediting body. 
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(i) The licensee shall notify the Bureau if the application for each ISO/IEC 17025 accreditation is 
granted or denied within 5 business days of receiving the decision from the accrediting body. If 
the accrediting body grants or denies the licensee's application for any ISO/IEC 17025 
accreditation before the expiration of the provisional license, the Bureau may terminate the 
provisional license at that time. 

(j) The Bureau may revoke a provisional license at any time. 

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

Article 3. Sampling Cannabis and Cannabis Products 

§ 5704. Sampling Standard Operating Procedures 

(a) The laboratory shall develop and implement a sampling standard operating procedure (SOP) 
that describes the laboratory's method for obtaining representative samples of cannabis and 
cannabis product. 

(b) The sampling SOP shall include the following information: 

(I) A procedure for obtaining samples of each matrix type the laboratory samples, and 

(2) A procedure for the collection of samples to perform homogeneity analysis of edible cannabis 
products. 

(c) The sampling SOP shall specify that during sampling, the sampler shall, at minimum: 

(1) Follow the laboratory's sampling SOP; 

(2) Ensure that the sampling area is free of contaminants; 

(3) Sanitize sampling tools between each batch; 

(4) Use disposable gloves and change gloves between each batch; 

(5) Weigh samples to within 0.1 gram of accuracy using a calibrated balance; 

(6) Collect beth-a primary and a field duplieate representative sample from each batch; 

(7) Place the sample in a container capable ofpreventing degradation or contamination and seal 
the sample container with tamper-evident material; 

(8) Assign a unique sample identifier to both the primary and field duplicate samples; 

(9) Record on the sample field log the conditions under which the sample is transported and 
stored; 

(10) Follow chain of custody protocols; and 

(11) Complete the sample field log. 
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(d) The supervisory or management laboratory employee shall review, approve, sign, and date 
the sampling SOP and each revision thereto. 

(e) The laboratory shall retain a copy of the sampling SOP on the laboratory premises and ensure 
that the sampling SOP is accessible to the sampler during sampling. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26102, 
26104 and 26110, Business and Professions Code. 

§ 5705. General Sampling Requirements 

(a) The laboratory that obtains samples from a distributor shall perform the required testing. 

(b) The laboratory may obtain and analyze samples only from batches in final form as required 
by Business and Professions Code section 26100. 

(e) The lab0ra-t0ry shall eslleot beth a primary sample and a field duplicate sample frsm eaeh 
bateh. The primary sample and field duplioa!e sample shall be s!sred IHld IH!alyzed separately. 

(df) The laboratory shall ensure that the sample is transported and subsequently stored at the 
laboratory in a manner that prevents degradation, contamination, and tampering. If the cannabis 
or cannabis product specifies on the label how the product shall be stored, the laboratory shall 
store the sample as indicated on the label. 

(e.4) The laboratory shall complete a chain of custody form and sample field log for each sample 
that the laboratory collects and analyzes. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5706. Sample Field Log 

The sampler shall use a sample field log to record the following information for each sampled 
batch: 

(a) Laboratory's name, address, and license number; 

(b) Sampler's name(s) and title(s); 

(c) Date and time sampling started and ended; 

(d) Distributor's name, address, and license number; 

(e) Cultivator's, manufacturer's, or microbusiness' name, address, and license number; 

(f) Batch number of the batch from which the sample was obtained; 

(g) Sample matrix; 

(h) Total batch size, by weight or unit count; 

(i) Total weight or unit count of the primary representative sample; 
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G) Tstal weight er ooit e01H1t of !ho field duplieate sample; 

(ki) The unique sample identification number for each sample; and 

(lk) Sampling conditions or problems encountered during the sampling process, if any. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5707. Harvest Batch Sampling 

(a) The sampler shall obtain beth a primary sample and a field Eluplieate representative sample 
from each prepacked or unpacked harvest batch. The pfimary sample and field dt1plieateThe 
representative sample must eaeh-weigh 0.35% of the total harvest batch weight. The sampler 
shall eslleet !he field Emplieate sample eontemporaneous ts, and in the same mam1er as, 
eolleetion of the primary sample. 

(b) A sampler may collect greater than 0.35% of a prepacked or unpacked harvest batch peF 

primary sample and field Emplieate sample if necessary to perform the required testing or to 
ensure that the samples obtained are representative. 

(c) The prepacked or unpacked harvest batch from which a sample is obtained shall weigh no 
more than 50.0 pounds. Laboratory analyses of a sample collected from a harvest batch weighing 
more than 50.0 pounds shall be deemed invalid and the harvest batch from which the sample was 
obtained may not be released for retail sale. 

(d) When the sampler obtains a primary sample and a field duplicate representative sample from 
an unpacked harvest batch, the sampler shall do all the following: 

(1) Collect the number of increments per pfimary san1ple and field Eluplieate sample relative to 
the unpacked harvest batch size as listed in the following table; 

(2) Obtain increments from random and varying locations of the unpacked harvest batch, both 
vertically and horizontally. To the extent practicable, the increments obtained from an unpacked 
harvest batch shall be of equal weight; and 

(3) To the extent practicable, collect an equal number of increments from each container if the 
unpacked harvest batch is stored in multiple containers. 

Unpacked Harvest Batch Size 
(pounds) 

Number of Increments 
(per sample) 

< 10.0 8 

10.1 -20.0 16 

20.1-30.0 23 

30.1-40.0 29 

40.1 - 50.0 34 
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Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5708. Cannabis Product Batch Sampling 

(a) The sampler shall collect beth-a primary sample aBd a field dU]3lieaterepresentative sample 
from each cannabis product batch. The sampler shall eelleet the field d\lplieate sample 
eentemperaneeas !e, ood in the same manner as, eelleetien efthe primary sample. 

(b) The sampler may collect a greater number of increments per primary sample and field 
daplieate sample ifnecessary to perform the required testing or to ensure that the samples 
obtained are representative. 

(c) The cannabis product batch from which a primaryrepresentative sample ood a field d\lplieate 
sample areis obtained shall contain no more than 150,000 units. Laboratory analyses of a sample 
collected from a cannabis product batch containing more than 150,000 units shall be deemed 
invalid and the cannabis product batch from which the primaryrepresentative sample and a field 
d\lplieate sample werewas obtained may not be released for retail sale. 

(d) The sampler shall obtain a primary sample and a field dap!ieaterepresentative sample of 
cannabis product by collecting, at minimum, the number of increments per sample relative to the 
cannabis product batch size as listed in the following table. Each increment consists of 1 
packaged unit. 

Cannabis Product Batch Size 
(units) 

Number of Increments 
(per sample) 

:S 50 2 

51 - 150 3 

151 - 500 5 

501 -1,200 8 

1,201 - 3,200 13 

3,201 - 10,000 20 

10,001 - 35,000 32 

35,001 - 150,000 50 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code 

§ 5709. Chain of Custody (COC) Protocol 

(a) The laboratory shall develop and implement a COC protocol to ensure accurate 
documentation of the transport, handling, storage, and destruction ofsamples. 

(b) The COC protocol shall require the use of a COC form that contains, at minimum, the 
following information: 
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(1) Laboratory's name, physical address, and license number; 

(2) Distributor's name, physical address, and license number; 

(3) Unique sample identifier; 

(4) Date and time of the sample collection; 

(5) Printed and signed name(s) of the distributor(s); 

(6) Printed and signed name(s) of the sampler(s); and 

(7) Printed and signed name(s) of the testing laboratory employee who received the sample. 

(c) Each time the sample changes custody between licensees, is transported, or is destroyed, the 
date, time, and the names and signatures of persons involved in these activities shall be recorded 
on the COC form. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5710. Laboratory Receipt of Samples Obtained from a Distributor 

(a) The laboratory may accept and analyze a sample from a distributor for the required testing 
under section 5714 of this division only if there is an accompanying COC form for the sample. 

(b) The laboratory shall not analyze a sample obtained from a distributor, and the batch from 
which the sample was obtained may not be released for retail sale, if the any of the following 
occur: 

(1) The sample is received at the laboratory without the requisite COC form; 

(2) The tamper-evident material is broken prior to the sample being received at the laboratory; or 

(3) There is evidence of sample commingling, contamination, degradation, or a related 
occurrence rendering the sample unusable for analytical testing when the sample is received at 
the laboratory. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

Article 4. Standard Operating Procedures 

§ 5711. Laboratory Analyses Standard Operating Procedures 

(a) The laboratory shall develop, implement, and maintain written standard operating procedures 
(SOP) for the following laboratory processes: 

(1) Sample preparation. Sample preparation SOP(s) shall address the following: 

(A) Sample homogenization; 
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(B) Handling and storage; 

(C) Preservation; and 

(D) Hold time. 

(2) Test methods. Each test method SOP shall address the following: 

(A) Test method name; 

(B) Applicable analytes and matrices; 

(C) Method sensitivity; 

(D) Potential interferences with the analysis, if any; 

(E) Analytical instruments used for testing; 

(F) Types, frequency, and acceptance criteria for quality control samples; 

(G) Types, frequency, and acceptance criteria for calibration standards; 

. (H) Procedure for analyzing analytical batch samples; 

(I) Calculation ofresults, if any;· and 

(J) Reagent, solution, standards, and reference material preparation, if any. 

(b) The supervisory or management laboratory employee shall review, approve, sign, and date 
each SOP and each revision thereto. 

(c) The laboratory shall keep each SOP at the laboratory premises and ensure that each SOP is 
accessible to laboratory employees during operating hours. 

(d) The laboratory shall make each SOP available for inspection by the Bureau upon request, as 
well as any other SOPs associated with the licensee's ISO/IEC 17025 certificate ofaccreditation. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26102, 
26104 and 26110, Business and Professions Code 

§ 5712. Test Methods 

(a) The laboratory shall develop, implement, and validate test methods for the analyses of 
samples as required under this division. 

(b) To the extent practicable, the laboratory test methods shall comport with the following 
guidelines: 

(1) US Food and Drug Administration's Bacterial Analytical Manual, 2016; 

(2) AOAC Intemational's Official Methods ofAnalysis for Contaminant Testing ofAOAC 
International, 20th Edition, 2016; and 
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(3) United States Pharmacopeia and the National Formulary's Methods ofAnalysis for 
Contaminant Testing, 2016. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5713. Validation of Test Methods 

(a) The laboratory may use a nonstandard, amplified, or modified test method or a method that is 
desigoed or developed by the laboratory to validate the methods for analyses of samples. 

(b) The laboratory shall follow the guidelines set forth in the US Food and Drug 
Administration's Guidelines for the Validation ofMethods/or the Detection ofMicrobial 
Pathogens in Foods and Feeds, 2nd Edition, 2015, incorporated herein by reference, to validate 
test methods for the microbial analysis. 

(I) The laboratory shall include and address the criteria listed in the following table when 
validating test methods for microbial analyses of samples. 

Criteria Requirement 

Number of target organisms; inclusivity 5 
Number of non-target organisms; exclusivity 5 

Number of analyte levels per matrix: Qualitative methods 3 levels: high and low 
inoculum levels and I 

uninoculated level 
Number of analyte levels per matrix: Quantitative methods 4 levels: low, medium and 

high inoculum levels and 1 
uninoculated level 

Replicates per food at each level tested 2 or more replicates per level 

(c) The laboratory shall follow the guidelines set forth in the US Food and Drug 
Administration's Guidelines for the Validation ofChemical Methods for the FDA FVM 
Program, 2nd Edition, 2015, incorporated herein by reference, to validate test methods for 
chemical analysis of samples. 

(I) The laboratory shall include and address the following criteria to validate test methods for 
chemical analyses of samples: 

(A) Accuracy; 

(B) Precision; 

(C) Linearity and range; 

(D) Calibration standard; 

(E) Sensitivity and selectivity; 

Bureau ofCannabis Control Emergency Regulations Readopt Text~ Readopt June 2018 Page 94 of 124 



(F) Limit ofdetection and limit ofquantitation; 

(G) Recovery; 

(H) Reproducibility; and 

(I) Robustness. 

(d) If available, the laboratory shall use cannabis reference materials or certified refererice 
materials to validate test methods. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

Article 5. Laboratory Testing and Reporting 

§ 5714. Required Testing 

(a) The laboratory shall test each sample for the following: 

(1) Cannabinoids; 

(2) Foreign material; 

(3) Heavy metals; 

(4) Microbial impurities; 

(5) Mycotoxins; 

(6) Moisture content and water activity; 

(7) Residual pesticides; 

(8) Residual solvents and processing chemicals; 

(9) Ifapplicable, terpenoids; and 

(I 0) Ifapplicable, homogeneity. 

(b) The laboratory shall report the results of each analysis performed by the laboratory on the 
certificate of analysis. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5715. Phase-In of Required Laboratory Testing 

(a) Cannabis and cannabis products shall not be sold or transferred to a retailer, or released for 
retail sale, unless a representative sample of the cannabis or cannabis product has undergone and 
passed all testing as required by this section. 
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(b) All cannabis harvested on or after January 1, 2018, and all cannabis products manufactured 
on or after January I, 2018, shall be tested for the following analytes, if applicable: 

(1) Cannabinoids as required in section 5724 of this division; 

(2) Moisture content as required in section 5717 of this division; 

(3) Category II Residual Solvents and Processing Chemicals as required in section 5718 of this 
division; 

(4) Category I Residual Pesticides as required in section 5719 of this division; 

(5) Microbial Impurities as required in section 5720 of this division; and 

(6) Homogeneity as required in section 5716 of this division. 

(c) In addition to the requirements of subsection (b) of this section, all cannabis harvested on or 
after July I, 2018, and all cannabis products manufactured on or after July 1, 2018, shall be 
tested for the following analytes, if applicable: 

(1) Category I Residual Solvents and Processing Chemicals as required in section 5718 of this 
division; 

(2) Category II Residual Pesticides as required in section 5719 of this division; and 

(3) Foreign Material as required in section 5722 of this division. 

(d) In addition to the requirements in subsections (b) and ( c) of this section, all cannabis 
harvested on or after December 31, 2018, and all cannabis products manufactured on or after 
December 31, 2018, shall be tested for the following analytes, if applicable: 

(1) Terpenoids as required in section 5725 of this division; 

(2) Mycotoxins as required in section 5721 of this division; 

(3) Heavy Metals as required in section 5723 of this division; and 

(4) Water Activity as required in section 5717 of this division. 

(e) Licensees may have a sample of cannabis or cannabis products tested for analytes that are not 
yet required to be tested. However, if the sample fails any additional test(s) not required pursuant 
to this section on the date of testing, the batch from which the sample was collected fails testing 
and shall not be released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100 and 
26104, Business and Professions Code. 

§ 5716. Homogeneity Testing of Edible Cannabis Products 

(a) The laboratory shall analyze a sample of edible cannabis product that contains more than one 
serving per unit to determine whether the edible cannabis product is ofhomogeneous THC 
content. 
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(b) The laboratory shall perform homogeneity testing when the first batch of edible cannabis 
product is tested before entering the retail market. Once the initial batch of the product passes 
homogeneity testing, and provided that the process for manufacturing and the composition of the 
edible cannabis product remains the same, a batch of edible cannabis product shall be tested for 
homogeneity every 6 months thereafter. 

(c) A sample of edible cannabis product shall be deemed to have passed homogeneity testing if 
the relative standard deviation ofTHC concentration between the samples collected does not 
exceed plus or minus 10%. 

(d) If a sample fails homogeneity testing, or the laboratory fails to perform homogeneity testing 
as required by this section, the batch from which the sample was collected fails homogeneity 
testing and may not be released for retail sale. 

(e) Ifa sample passes homogeneity testing, the laboratory shall perform all other analyses 
required under this chapter. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5717. Moisture Content and Water Activity Testing 

(a) The laboratory shall analyze a sample of cannabis to determine the level ofwater activity and 
the percentage ofmoisture content. 

(b) A cannabis sample shall be deemed to have passed water activity testing if the water activity 
does not exceed 0.65 Aw. The laboratory shall report the result of the water activity test on the 
certificate of analysis (COA) and indicate "pass" or "fail" on the COA. 

(c) A cannabis sample shall be deemed to have passed moisture content testing if the moisture 
content does not exceed 13.0%. The laboratory shall report the result of the moisture content test 
in percentage on the COA and indicate "pass" or "fail" on the COA. 

(d) The laboratory shall analyze edible cannabis products to determine the level ofwater activity. 
A solid or semi-solid edible cannabis product shall be deemed to have passed water activity 
testing if the water activity does not exceed 0.85 Aw. The laboratory shall report the result of the 
water activity test on the COA and indicate "pass" or "fail" on the COA. 

(e) Ifa sample fails moisture content testing, the batch from which the sample was collected fails 
moisture content testing and shall not be released for retail sale. 

(f) If a sample fails water activity testing, the batch from which the sample was collected fails 
water activity testing and shall not be released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 
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§ 5718. Residual Solvents and Processing Chemicals Testing 

(a) The laboratory shall analyze a sample of cannabis product to determine whether residual 
solvents or processing chemicals are present. 

(b) The laboratory shall report the result of the residual solvents and processing chemicals testing 
in unit micrograms per gram (µgig) on the COA and indicate "pass•• or "fail" on the COA. 

f6t-A(c) The laboratory shall establish a limit of quantification (LOO) of 1.0 µgig or lower for all 
Category I Residual Solvents or Processing Chemicals. 

(d) The sample shall be deemed to have passed the residual solvents and processing chemicals 
testing ifboth of the following conditions are met: 

(1) The presence of any residual solvent or processing chemical listed in the following tables in 
Category I is not detected, and 

(2) The presence of any residual solvent or processing chemical listed in the following tables in 
Category II does not exceed the indicated action levels. 

Category I 
Residual Solvent or Processing 

Chemical 
CAS No. 

1,2-Dichloroethane . 107-06-2 

Benzene 71-43-2 

Chloroform 67-66-3 

Ethylene oxide 75-21-8 

Methylene chloride 62-73-7 

Trichloroethylene 79-01-6 

Category II 

Residual Solvent or 

Processing Chemical 

CASNo. 

Action Level (µgig) 

lnhalable Cannabis and 
Cannabis Products 

Other Cannabis and 
Cannabis Products 

Acetone 67-64-1 3100 5000 

Acetonitrile 75-05-8 6 410 

Butane 106-97-8 5000 5000 

Ethanol 64-17-5 5000 5000 

Ethyl acetate 141-78-6 5000 5000 

Bureau ofCannabis Control Emergency Regulations Readopt Text - Readopt June 2018 Page 98 of 124 



Ethyl ether 60-29-7 5000 5000 

Heptane 142-82-5 5000 5000 

Hexane I 10-54-3 70 290 

Isopropyl alcohol 67-63-0 320 5000 

Methanol 67-56-1 400 3000 

Pentane 109-66-0 5000 5000 

Propane 74-98-6 5000 5000 

Toluene 108-88-3 30 890 

Total xylenes ( ortho-, 
meta-, para-) 

1330-20-7 10 2170 

(d) If a sample fails residual solvents and processing chemicals testing, the batch from which the 
sample was collected fails residual solvents and processing chemicals testing and shall not be 
released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 261 I 0, Business and Professions Code. 

§ 5719. Residual Pesticides Testing 

(a) The laboratory shall analy;ie a sample of eaooabis or canflabis proooet to deterniine whether 
residual pestieides are present. 

(b) The laboratory shaJI report the result of tho resiooaJ pesticides testing in umt mierograrns per 
gram (µgig) on the COA and indicate "pass" or "fail" on the COA. 

(a) The laboratory shall analyze at minimum 0.5 grams of the representative sample of cannabis 
or cannabis product to determine whether residual pesticides are present. 

(b) The laboratory shall report whether any Category I Residual Pesticides are detected above the 
limit of detection (LOD) and shall report the result of the Category II Residual Pesticides testing 
in unit micrograms per gram (µgig) on the COA. The laboratory shall indicate "pass" or "fail" on 
theCOA. 

(c) The laboratory shall establish a limit of quantification (LOO) of 0.10 µgig or lower for all 
Category I Residual Pesticides. 

fc:)-A(d) The sample shall be deemed to have passed the residual pesticides testing ifboth of the 
following conditions are met: 

(1) The presence of any residual pesticide listed in the following tables in Category I are not 
detected, and 
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(2) The presence of any residual pesticide listed in the following tables in Category II does not 
exceed the indicated action levels. 

Category I 
CASNo.Residual Pesticide 

Aldicarb 116-06-3 

Carbofuran 1563-66-2 
. 

Chlordane 57-74-9 

Chlorfenapyr 122453-73-0 

Chlorpyrifos 2921-88-2 

Coumaphos 56-72-4 

Daminozide 1596-84-5 

DDVP (Dichlorvos) 62-73-7 

Dimethoate 60-51-5 

Ethoprop(hos) 131947-48-4 

Etofenprox 80844-07-1 

Fenoxycarb 72490-01-8 

Fipronil 120068-37-3 

Imazalil 35554-44-0 

Methiocarb 2032-65-7 

Methyl parathion 298-00-0 

Mevinphos 7786-34-7 

Paclobutrazol 76738-62-0 

Propoxur 114-26-1 

Spiroxamine 1 18134-30-8 

Thiacloprid 111988-49-9 

Action Level (µgig) 
Category II 

CASNo.
Residual Pesticide Inhalable Cannabis and Other Cannabis and 

Cannabis Products Cannabis Products 

Abarnectin 71751-41-2 0.1 0.3 
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Acephate 30560-19-1 0.1 5 

Acequinocyl 57960-19-7 0.1 4 

Acetamiprid 135410-20-7 0.1 5 

Azoxystrobin 131860-33-8 0.1 40 

Bifenazate 149877-41-8 0.1 5 

Bifenthrin 82657-04-3 3 0.5 

Boscalid 188425-85-6 0.1 10 

Captan 133-06-2 0.7 5 
. 

Carbary! 63-25-2 0.5 0.5 

10 40Chlorantraniliprole 500008-45-7 

Clofentezine 74115-24-5 0.1 0.5 

2Cyfluthrin 68359-37-5 I 

Cypermethrin 52315-07-8 1 I 

0.2Diazinon 333-41-5 0.1 

Dimethomorph 110488-70-5 2 20 

0.1Etoxazole 153233-91-1 1.5 

Fenhexamid 126833-17-8 0.1 10 

Fenpyroximate 111812-58-9 0.1 2 

Flonicamid 158062-67-0 0.1 2 

0.1 30Fludioxonil 131341-86-1 

Hexythiazox 78587-05-0 0.1 2 

5Imidacloprid 138261-41-3 3 

Kresoxim-methyl 143390-89-0 0.1 1 
. 

Action Level (µgig) 
Category II 

CASNo. lnhalable Cannabis and Other Cannabis and Residnal Pesticide 
Cannabis Products Cannabis Products 

0.5Malathion 121-75-5 1 
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Metalaxyl 57837-19-1 2 15 

Methomyl 16752-77-5 1 0.1 

Myclobutanil 88671-89-0 0.1 9 

Naled 300-76-5 0.1 0.5 

Oxamyl 23135-22-0 0.5 0.2 

Pentachloronitrobenzene 82-68-8 0.1 0.2 

Permethrin 52645-53-1 0.5 20 

Phosmet 732-11-6 0.1 0.2 

Piperonylbutoxide 51-03-6 3 8 

Prallethrin 23031-36-9 0.1 0.4 

Propiconazole 60207-90-1 0.1 20 

Pyrethrins 8003-34-7 0.5 1 

Pyridaben 96489-71-3 0.1 3 

Spinetoram 
187166-15-0, 
187166-40-1 

. 

0.1 3 

Spinosad 
131929-60-7, 
131929-63-0 

0.1 3 

Spiromesifen 283594-90-1 0.1 12 

Spirotetramat 203313-25-1 0.1 13 

Tebuconazole 107534-96-3 0.1 2 

Thiamethoxam 153719-23-4 5 4.5 

Trifloxystrobin 
. 

141517-21-7 0.1 30 

(d!e) If a sample fails residual pesticides testing, the batch from which the sample was collected 
fails pesticides testing and shall not be released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 
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§ 5720. Microbial Impurities Testing 

(a) The laboratory shall analyze a sample of cannabis or cannabis product to determine whether 
microbial impurities are present. 

(b) The laboratory shall report the result of the microbial impurities testing by indicating "pass" 
or "fail" on the COA. 

(c) A sample ofinhalable cannabis or inhalable cannabis product shall be deemed to have passed 
the microbial impurities testing if all of the following conditions are met: 

(1) Shiga toxin-producing Escherichia coli is not detected in 1 gram; 

(2) Salmonella spp. is not detected in 1 gram; and 

(3) Pathogenic Aspergillus species A. fumigatus, A. jlavus, A. niger, and A. terreus are not 
detected in 1 gram. 

(d) A sample ofother cannabis or cannabis product shall be deemed to have passed the microbial 
impurities testing ifboth the following: 

(1) Shiga toxin-producing Escherichia coli is not detected in 1 gram, and 

(2) Salmonella spp. is not detected in 1 gram. 

(e) Ifa sample fails microbialimpurities testing, the batch from which the sample was collected 
fails microbial impurities testing and shall not be released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5721. Mycotoxin Testing 

(a) The laboratory shall analyze a sample of cannabis or cannabis product to determine whether 
mycotoxins are present. 

(b) The laboratory shall report the result of the mycotoxins testing in unit micrograms per 
kilogran1s (µg/kg) on the COA and indicate "pass" or "fail" on the COA. 

(c) A sample shall be deemed to have passed mycotoxin testing ifboth the following conditions 
are met: 

(1) Total of aflatoxin B 1, B2, G 1, and G2 does not exceed 20 µg/kg of substance, and 

(2) Ochratoxin A does not exceed 20 µg/kg of substance. 

(d) If a sample fails mycotoxin testing, the batch from which the sample was collected fails 
mycotoxin testing and shall not be released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 
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§ 5722. Foreign Material Testing 

(a) The laboratory shall analyze a sample of cannabis or cannabis product to determine whether 
foreign material is present. 

(b) The laboratory shall report the result of the foreign material test by indicating "pass" or "fail" 
on the COA. 

(c) The laboratory shall perform foreign material testing on the total primary representative 
sample prior to sample homogenization. 

(d) When the laboratory performs foreign material testing, at minimum, the laboratory shall do 
all of the following: 

(1) Examine both the exterior and interior of the cannabis sample, and 

(2) Examine the exterior of the cannabis product sample. 

(e) A sample shall be deemed to have passed the foreign material testing if the presence of 
foreign material does not exceed: 

(l) 1/4 of the total sample area covered by sand, soil, cinders, or dirt; 

(2) 1/4 of the total sample area covered by mold; 

(3) I insect fragment, I rodent hair, or I count mammalian excreta per 3.0 grams; or 

(4) 1/4 of the total sample area covered by an imbedded foreign material. 

(f) If a sample fails foreign material testing, the batch from which the sample was collected fails 
foreign material testing and shall not be released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 261 l 0, Business and Professions Code. 

§ 5723. Heavy Metals Testing 

(a) The laboratory shall analyze a sample of cannabis or cannabis product to determine whether 
heavy metals are present. 

(b) The laboratory shall report the result of the heavy metals test in micrograms per gram (µgig) 
on the COA and indicate "pass" or "fail" on the COA. 

(c) A sample shall be deemed to have passed the heavy metals testing if the presence of heavy 
metals does not exceed the action levels listed in the following table. 

(d) If a sample fails heavy metals testing, the batch from which the sample was collected fails 
heavy metals testing and shall not be released for retail sale. 
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Heavy Metal 
Action Level (µgig) 

Inhalable Cannabis and 
Cannabis Products 

Other Cannabis and 
Cannabis Products 

Cadmium 0.2 0.5 

Lead 0.5 0.5 

Arsenic 0.2 1.5 

Mercury 0.1 3.0 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5724. Cannabinoid Testing 

(a) The laboratory shall analyze a sample of cannabis or cannabis product to determine whether 
the cannabinoid profile of the sample conforms to the labeled content of each cannabinoid such 
as THC; THCA; CBD; CBDA; CBG; and CBN. 

(b) The laboratory shall report the result of the cannabinoid testing on the COA both as a 
percentage and in milligrams per gram (mg/g) dry-weight using the following equation and 
indicate "pass" or "fail" on the COA: 

Dry-weight percent cannabinoid = wet-weight percent cannabinoid / (I - percent 
moisture/ 100) 

(c) Ifthe labeled content of any one cannabinoid is expressed as a total concentration of the 
cannabinoid, the laboratory shall calculate the total cannabinoid concentration as follows: 

Total cannabinoid concentration (mg/g) = (cannabinoid acid form concentration (mg/g) x 
0.877) + cannabinoid concentration (mg/g) 

(d) A sample shall be deemed to have passed the cannabinoid testing if the concentration of any 
one cannabinoid does not exceed the labeled content of the cannabinoid, plus or minus 10%. 

(e) If the sample fails cannabinoid testing, the batch from which the sample was collected fails 
cannabinoid testing and shall not be released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5725. Terpenoid Testing 

(a) The laboratory shall analyze a sample of cannabis or cannabis product to determine whether 
the terpenoid. profile of the sample conforms to the labeled content of terpenoids. 
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(b) The laboratory shall report the result of the terpenoid testing on the COA both as a 
percentage and in milligrams per gram (mg/g) and indicate "pass" or "fail" on the COA. 

(c) A sample shall be deemed to have passed the terpenoid testing if the concentration of 
terpenoids does not exceed the labeled content of total terpenoids, plus or minus 10 percent. 

(d) If a sample fails terpenoid testing, the batch from which the sample was collected fails 
terpenoid testing and shall not be released for retail sale. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5726. Certificate of Analysis (COA) 

(a) The laboratory shall generate a COA only for each primary representative sample that the 
laboratory analyzes. 

(b) The laboratory shall, within 1 business day of completing analyses of a sample, both enter the 
COA information into the track and trace system and provide a copy of the COA to the requester. 

(c) The COA shall contain, at minimum, the following information: 

(1) Laboratory's name, address, and license number; 

(2) Distributor's name, address, and license number; 

(3) Cultivator:s, manufacturer's, or microbusiness' name, address, and license number; 

(4) Batch number of the batch from which the sample was obtained; 

(5) Sample identifying information, including matrix type and unique sample identifiers; 

(6) Sample history, including the date collected, the date received by the laboratory, and the 
date(s) of sample analyses and corresponding testing results; 

(7) For cannabis samples, the total weight, in grams, ofboth the primar~Tcpresentative sample 
and the total batch size; 

(8) For cannabis product samples, the total unit count ofboth the primary representative sample 
and the total batch size; 

(9) The identity of the analytical methods used and corresponding Limits of Detection (LOD) 
and Limits of Quantitation (LOQ); and 

(IO) Analytes detected during the analyses of the sample that are unknown, unidentified, or 
injurious to human health if consumed, if any. 

(d) The laboratory shall report test results for each primary representative sample on the COA as 
follows: 

(1) Indicate an overall "pass" or "fail" for the entire batch; 
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(2) When reporting qualitative results for each analyte, the laboratory shall indicate "pass" or 
"fail"· . -==---, 

fBill When reporting quantitative results for each analyte, the laboratory shall use the 
appropriate units ofmeasurement as required under this chapter; 

(2) '>lhen Fep0rting (ltlalitative FesuJts fuF eaeh analyte, the laborat0F)' shall indieate "pass" OF 
~ 

~ When reporting results for each test method, the laboratory shall indicate "pass" or "fail";. 

(5) For representative samples obtained from a cannabis or cannabis product batch to which a 
content label is affixed at the time of sampling, the laboratory shall report the following on the 
COA: 

(A) The cannabinoid content and terpenoid content as printed or written on the label that is 
affixed to the cannabis or cannabis product batch; 

(B) The cannabinoid profile and the terpenoid profile of the representative sample as determined 
by the laboratory as required under section 5724 and section 5725 of this chapter, respectively; 
and 

(C) The difference, in percentage, between the cannabinoid content and terpenoid content as 
printed or written on the label and the cannabinoid profile and the terpenoid profile of the 
representative sample, if any, as determined by the laboratory; 

(4)@ When reporting results for any analytes that were detected below the analytical method 
LOQ, indicate "<LOQ"; 

(~7) When reporting results for any analytes that were not detected or detected below the LOD, 
indicate "ND"; and 

(61l_) Indicate "NT" for any test that the laboratory did not perform. 

(e) The laboratory supervisory or management employee shall validate the accuracy of the 
information contained on the COA and sign and date the COA. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

Article 6. Post Testing Procedures 

§ 5727. Remediation and Retesting 

(a) A harvest batch or cannabis product batch that has been additionally processed after a failed 
testing must be retested and successfully pass all the analyses required under this chapter. 

(b) A harvest batch or cannabis product batch that failed testing only because ofnonconfonnance 
with the labeled content may be relabeled so that the batch conforms with the labeled content. 
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(c) A harvest batch or cannabis product batch that is relabeled by the distributor so that the batch 
conforms with the labeled content shall not be additionally processed or additionally analyzed. 

(eg) A harvest batch or cannabis product batch may only be remediated twice. If the batch fails 
after the second remediation attempt and the second retesting, the entire batch shall not be 
released for retail sale. 

(I½) Within 1 business day of completing the required analyses of a sample obtained from a 
remediated harvest batch or remediated cannabis product batch, the laboratory shall enter the 
COA information into the track and trace system. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26 I I 0, Business and Professions Code. 

§ 5728. Post Testing Sample Retention 

(a) The laboratory shall retain the reserve sample, consisting of any portion of a sample that was 
not used in the testing process. The reserve sample shall be kept, at minimum, for 45 business 
days after the analyses, after which time it may be destroyed and denatured to the point the 
material is rendered unrecognizable. 

(b) The laboratory shall securely store the reserve sample in a manner that prohibits sample 
degradation, contamination, and tampering. 

(c) The laboratory shall provide the reserve sample to the Bureau upon request. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

Article 7. Laboratory Quality Assurance and Quality Control 

§ 5729. Laboratory Quality Assurance (LQA) Program 

(a) The laboratory shall develop and implement a LQA program to assure the reliability and 
validity of the analytical data produced by the laboratory. The LQA program shall, at minimum, 
include a written LQA manual that addresses the following: 

(1) Quality control procedures; 

(2) Laboratory organization and employee training and responsibilities; 

(3) LQA objectives for measurement data; 

(4) Traceability of data and analytical results; 

(5) Instrument maintenance, calibration procedures, and frequency; 

(6) Performance and system audits; 

(7) Steps to change processes when necessary; 

(8) Record retention; 
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(9) Test procedure standardization; and 

(10) Method validation. 

(b) The supervisory or management laboratory employee shall annually review, amend if 
necessary, and approve the LQA program and manual both when they are created and when there 
is a change in methods, laboratory equipment, or the supervisory or management laboratory 
employee. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 261 I 0, Business and Professions Code. 

§ 5730. Laboratory QuaUty Control (LQC) Samples 

(a) The laboratory shall use LQC samples in the performance of each analysis according to the 
following specifications. 

(b) The laboratory shall analyze LQC samples in the same manner as the laboratory analyzes 
cannabis and cannabis product samples. 

(c) The laboratory shall use negative and positive controls for microbial testing. 

(d) The laboratory shall prepare and analyze at least one of each of the following LQC sample 
samples for each analytical batch within each set of20 samples for the following LQC samples: 

(1) Method blank; 

(2) Continuing calibration verification (CCV); 

(3) Laboratory replicate sample; and 

(4) Matrix spike sample or matrix spike duplicate sample. 

(e) If the result of the analyses is outside the specified acceptance criteria in the following table, 
the laboratory shall determine the cause and take steps to remedy the problem until the result is 
within the specified acceptance criteria. 

Laboratorv Quality Control Sample Acceptance Criteria 
Method blank sample for chemical analysis Not to exceed LOQ 
Reference material and certified reference Percent recovery 80% - 120% 
material for chemical analysis 

Laboratory replicate sample RPO no greater than 20% 
Matrix spike or matrix spike duplicate Percent recovery between 80% to 120% 
sample for chemical analysis 
CCV for chemical analysis Percent recovery between 80% to 120% 
~ 

, . , £". • 1 ..1 1 .,. , n ., o, 

Cannabis field ffill)lioa!e sample nnr, 
~ 

., ~no,-

Bureau ofCannabis Control Emergency Regulations Readopt Text - Readopt June 2018 Page 109 of 124 



(f) The laboratory shall generate a LQC sample report for each analytical batch that includes 
LQC parameters, measurements, analysis date, and matrix. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5731. Limits of Detection (LOD) and Limits of Quantitation (LOQ) for Quantitative 
Analyses 

(a) The laboratory shall calculate the LOD for chemical method analyses according to any of the 
following methods: 

(1) Signal-to-noise ratio of between 3:1 and 2:1; 

(2) Standard deviation of the response and the slope of calibration curve using a minimum of 7 
blank samples; or 

(3) A method published by the United States Food and Drug Administration (USFDA) or the 
United States Environmental Protection Agency (USEP A). 

(b) The laboratory shall calculate the LOQ for chemical method analyses according to any of the 
following methods: 

(1) Signal-to-noise ratio of 10:1, at minimum; 

(2) Standard deviation of the response and the slope using a minimum of 7 blank samples 
calculated as follows: 

LOQ = (IO x standard deviation of the response) / slope of the calibration curve; or 

(3) A method published by the USFDA or the USEPA. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104 
and 26110, Business and Professions Code. 

§ 5732. Data Package 

(a) The laboratory shall generate a data package for each batch of samples that the laboratory 
analyzes. At a minimum, the data package shall contain the following: 

(1) The name and address of the laboratory that performed the analytical procedures; 

(2) The names, functions, and signatures of the laboratory employees that performed the sample 
preparation, analyses, and reviewed and approved the data; 

(3) All batch sample results and batch LQC sample results; 

(4) Raw data, including instrument raw data, for each sample, if any; 

(5) Instrument test method with parameters, if any; 

(6) Instrument tune report, if any; 
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(7) Instrument calibration data, if any; 

(8) LQC sample report with worksheets, forms, or copies oflaboratory notebook pages 
containing pertinent information related to the identification and traceability of all reagents, 
reference materials, and standards used for analysis; 

(9) Analytical batch sample sequence, if any; 

(10) The field sample log and the COC form; and 

(11) The COA created as required under this chapter. 

(b) After the data package is compiled, the supervisory or management laboratory employee 
shall do the following: 

(1) Review the analytical results for technic,d correctness and completeness; 

(2) Verify that the results of each analysis carried out by the laboratory are reported accurately, 
clearly, unambiguously, and objectively; and 

(3) Approve the laboratory results by signing and dating the data package prior to release of the 
data by the laboratory. 

(c) The data package shall be kept for a minimum of 7 years and shall be made available upon 
request by the Bureau. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104, 
26110 and 26160, Business and Professions Code. 

§ 5733. Required Proficiency Testing 

(a) The laboratory shall participate in a proficiency testing program ("PT program") provided by 
an organization that operates in conformance with the requirements of ISO/IEC 17043, at least 
once every six months after receiving ISO/IEC 17025 accreditation. 

(b) The laboratory shall participate in the PT program by following the laboratory's existing 
SOPs for testing cannabis and cannabis products. 

(c) The laboratory shall rotate the PT program among the analytical methods in the laboratory's 
scope of accreditation and among the employees who perform the test methods. 

(d) Laboratory employees who participate in a PT program shall sign the corresponding 
analytical reports or attestation statements to certify that the PT program was conducted in the 
same manner as the laboratory tests of cannabis and cannabis products. 

(e) A supervisory or management laboratory employee shall review and verify the accuracy of 
results reported for all PT program samples analyzed. 

(f) The laboratory shall provide PT program results to the Bureau within 3 business days after the 
laboratory receives notification of their test results from the PT program provider. 
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Authority: Section 26013, Business and Professions Code. Reference: Sections 26100 and 
26110, Business and Professions Code. 

§ 5734. Satisfactory and Unsatisfactory Proficiency Test Performance 

(a) The laboratory shall be deemed to have successfully participated in a PT program for an 
analyte tested in a specific method if the test results demonstrate a "satisfactory" or otherwise 
proficient performance determination by the PT program provider. 

(b) The laboratory may not report test results for analytes that are deemed by the PT program 
provider as "unacceptable," "questionable," "unsatisfactory", or otherwise deficient. 

(c) The laboratory may resume reporting test results for analytes that were deemed 
"unacceptable," "questionable," "unsatisfactory", or otherwise deficient, only if both of the 
following conditions are met: 

(1) The laboratory satisfactorily remedies the cause of the failure for each analyte; and 

(2) The laboratory submits, to the Bureau, a written report demonstrating how the laboratory has 
fixed the cause of the failure. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100 and 
26110, Business and Professions Code. 

§ 5735. Internal audit 

(a) The laboratory shall conduct an internal audit at least once per year or in accordance with the 
ISO/IEC 17025 accrediting body's requirement, whichever is more frequent. 

(b) The internal audit must include all of the components required by the ISO/IEC 17025 
internal-audit standards. 

(c) Within 3 business days of completing the internal audit, the laboratory shall submit the results 
of the internal audit to the Bureau. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100 and 
26104, Business and Professions Code. 

Article 8. Employee Qualifications 

§ 5736. General Employee Qualifications 

(a) The laboratory may only employ persons who are at least 21 years of age. 

(b) The laboratory shall develop and implement an employee training program to ensure 
competency of employees for their assigned functions. 

(c) The laboratory shall ensure and document that each employee meets the employee 
qualifications. 
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Authority: Section 26013, Business and Professions Code. Reference: Sections 26102 and 
26104, Business and Professions Code. 

§ 5737. Supervisor or Management Responsibilities and Qualifications 

(a) The laboratory shall employ a supervisor or management employee who must be responsible 
for: 

(1) Overseeing and directing the scientific methods of the laboratory; 

(2) Ensuring that the laboratory achieves and maintains a laboratory quality assurance program 
as required by section 5729 of this division; and 

(3) Providing ongoing and appropriate training to laboratory employees. 

(b) To be considered qualified, the supervisor or management employee must have earned, at 
minimum: 

(1) A doctoral degree in biological, chemical, agricultural, environmental, or related sciences 
from an accredited college or university; 

(2) A master's degree in biological, chemical, agricultural, environmental, or related sciences 
from an accredited college or university, plus at least 2 years of full-time practical experience; or 

(3) A bachelor's degree in biological, chemical, agricultural, environmental, or related sciences 
from an accredited college or university, plus at least 4 years of full-time practical experience. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26102 and 
26104, Business and Professions Code. 

§ 5738. Analyst and Sampler Qualifications 

(a) The laboratory shall employ an analyst who, at minimum, must have either: 

(1) Earned a master's degree or a bachelor's degree in biological, chemical, agricultural, 
environmental, or related sciences from an accredited college or university; or 

(2) Completed 2 years of college or university education that included coursework in biological, 
chemical, agricultural, environmental, or related sciences from an accredited college or 
university, plus at least 3 years of full-time practical experience. 

(b) The laboratory shall employ a sampler who, at minimum, must have either: 

(1) Completed 2 years college or university education; or 

(2) Earned a High School Diploma or passed a General Educational Development or High 
School Equivalency exam, plus at least I year of full-time practical experience. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26102 and 
26104, Business and Professions Code. 
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Article 9. Record Retention 

§ 5739. Records 

All testing laboratory-specific records described in this chapter shall be maintained in accordance 
with section 503 7 of this division. 

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

Chapter 7. ENFORCEMENT 

§ 5800. Right of Access 

(a) The Bureau, and its authorized representatives, shall have full and immediate access to 

inspect and: 

(I) Enter onto any premises licensed by the Bureau. 

(2) Test any vehicle or equipment possessed by, in control of, or used by a licensee or their 
agents and employees for the purpose of conducting commercial cannabis activity. 

(3) Test any cannabis goods or cannabis-related materials or products possessed by, in control of, 
or used by a licensee or their agents and employees for the purpose of conducting commercial 

cannabis activity. 

(4) Copy any materials, books, or records of any licensee or their agents and employees. 

(b) Failure to cooperate with and participate in any Bureau investigation pending against the 
licensee may result in a licensing violation subject to discipline. This subsection shall not be 
construed to deprive a licensee of any privilege guaranteed by the Fifth Amendment to the 
Constitution of the United States, or any other constitutional or statutory privileges. This 
subsection shall not be construed to require a licensee to cooperate with a request that would 
require the licensee to waive any constitutional or statutory privilege or to comply with a request 
for information or other matters within an unreasonable period of time in light of the time 
constraints of the licensee's business. Any constitutional or statutory privilege exercised by the 
licensee shall not be used against the licensee in a regulatory or disciplinary proceeding against 

the licensee. 

(c) The Bureau, and its authorized representatives, shall have the rights of immediate access 
under subsection (a), during any inspection, investigation, review, or audit, or as otherwise 

allowed by law. 

(d) Prior notice of an inspection, investigation, review, or audit is not required. 

(e) Any inspection, investigation, review, or audit of a licensed premises shall be conducted 
anytime the licensee is exercising privileges under the license, or as otherwise agreed to by the 
Bureau and the licensee or its agents, employees, or representatives. 
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(f) If the premises is not accessible because access is only available by going through another 
licensed premises and the licensee occupying the other premises denies the Bureau access, the 
licensees shall both be held responsible and subject to discipline. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26012, aae 
26015, and 26160, Business and Professions Code.; and Section 11181, Government Code. 

§ 5801. Notice to Comply 

(a) The Bureau may issue a notice to comply to a licensee for violation(s) of the Act or 
regulations observed during an inspection. 

(b) The notice to comply shall be in writing and describe the nature and facts of each violation, 
including a reference to the statute or regulation violated, and may indicate the manner in which 
the licensee must correct the violation(s) to achieve compliance. 

(c) The Bureau will serve the notice to comply prior to leaving the licensed premises after the 
inspection on any licensee, employee, agent, or person delegated by any of the aforementioned 
persons, to facilitate the inspection or accept such notice, or wiHmail the notice to comply within 
15 calendar days of the last date of inspection. 

(d) The notice to comply shall inform the licensee that the licensee may, within 15 calendar days 
from the date of personal service or mailing of the notice to comply, sign and return the notice to 
comply declaring under penalty ofperjury that each violation was corrected and describing how 
compliance was achieved. 

(e) Failure to correct the violation(s) in the notice to comply may result in a disciplinary action. 

Authority: Section 26013, Business and Professions Code; Reference: Sections 26012 and 
26018, Business and Professions Code. 

§ 5802. Citations; Orders of Abatement; Administrative Fines 

(a) The Bureau may issue citations containing orders of abatement and fines against a licensee, 
or an unlicensed person, for any acts or omissions which are in violation of any provision of the 
Act or any regulation adopted pursuant thereto. 

(b) The Bureau may issue a citation under this section to a licensee for a violation ofa term or 
condition contained in a decision placing that licensee on probation. 

(c) Each citation: 

(1) Shall be in writing. 

(2) Shall describe with particularity the nature of the violation, including a reference to the law 
or regulation determined to have been violated. 
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(3) May contain an assessment of an administrative fine ofup to $5,000, and/or an order of 
abatement fixing a reasonable time for abatement of the violation; 

(4) Shall be served personally or by certified mail; and 

(5) Shall inform the licensee or person that he or she may request an informal conference, or 
contest the citation, or both, pursuant to section 5803. 

(d) Failure to pay a fine within 30 calendar days of the date of assessment, unless the citation is 
being contested, may result in further action being taken by the Bureau including, but not limited 
to, suspension or revocation of a license. If a citation is not appealed and the fine is not paid, the 
full amount of the assessed fine shall be added to the fee for renewal of the license. A license 
shall not be renewed without the payment of the renewal fee and fine. 

(e) The amount of any fine to be levied by the Bureau shall take into consideration the factors 
listed in subdivision (b)(3) of Section 125.9 of the Business and Professions Code. 

(f) Nothing in this section shall be deemed to prevent the Bureau from filing an accusation to 
suspend or revoke a license where grounds for such suspension or revocation exist. 

Authority: Sections 125.9 and 26013, Business and Professions Code. Reference: Sections 125.9, 
148, 149 and 26012, Business and Professions Code. 

§ 5803. Contesting Citations 

(a) A cited licensee or person may, within 30 calendar days of service of the citation, contest the 
citation by requesting a hearing in writing to the Bureau or such hearing is waived. The hearing 
shall be conducted in accordance with Chapter 5 (commencing with Section 11500) of Part 1 of 
Division 3 of the Government Code. 

(b) In addition to requesting a hearing provided for in subsection (a) of this section, the cited 
licensee or person may, within 15 calendar days after service of the citation, submit a written 
request for an informal conference with the Bureau regarding the acts or omissions charged in 
the citation. 

(c) The Bureau shall, within 15 calendar days from receipt of the written request, hold an 
informal conference with the licensee or person cited, and/or his or her legal counsel or 
authorized representative. 

(d) At the conclusion of the informal conference, the Bureau may affirm, modify, or dismiss the 
citation, including any fines levied or orders of abatement issued. A written decision stating the 
reasons for the decision shall be mailed to the cited licensee or person and his or her legal 
counsel, if any, within 15 calendar days from the date of the informal conference. This decision 
shall be deemed to be a final order with regard to the citation issued, including the levied fine 
and the order of abatement, if any. 
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(e) If the citation is dismissed, any request for a hearing shall be deemed withdrawn. Ifthe 
citation is affirmed or modified, the cited licensee or person may, in his or her discretion, 
withdraw the request for a hearing or proceed with the administrative hearing process. 

(f) If the citation, including any fine levied or order of abatement, is modified, the citation 
originally issued shall be considered withdrawn and new citation issued. If a hearing is requested 
for the subsequent citation, it shall be requested within 30 calendar days in accordance with 
subdivision (b )( 4) of section 125.9 of the Business and Professions Code. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 125.9, 26012 and 
26016, Business and Professions Code. · 

§ 5804. Citation Compliance 

(a) The time to abate or correct a violation as provided for in an order of abatement may be 
extended for good cause. Ifa cited licensee or person who has been issued an order of abatement 
is unable to complete the correction within the time set forth in the citation because of conditions 
beyond his or her control after the exercise of reasonable diligence, the licensee or person cited 
may request an extension of time from the Bureau in which to complete the correction. Such a 
request shall be in writing and shall be made within the time set forth for abatement. 

(b) When a citation is not contested, or if it is appealed and the person cited does not prevail, 
failure to abate the violation within the time allowed or pay a fine that was imposed shall 
constitute a violation and a failure to comply with the citation or order of abatement. 

(c) Failure to timely comply with an order of abatement or pay a fine that was imposed may 
result in further action being taken by the Bureau, including, but not limited to, suspension or 
revocation of a license, or further administrative or civil proceedings. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 125.9 and 26012, 
Business and Professions Code. 

§ 5805. Minor Decoys 

(a) Peace officers may use a person under 21 years of age to attempt to purchase cannabis goods, 
for the purposes of enforcing the Act, and to apprehend licensees, employees, or agents of 
licensees who sell cannabis goods to minors. For purposes of this section, a "minor" is a person 
under 21 years of age. 

(b) The following minimum standards shall apply to the use of a minor decoy: 

(1) At the time of the operation, the decoy shall be less than 20 years of age. 

(2) A decoy shall either carry his or her own identification showing the decoy's correct date of 
birth, or carry no identification. A decoy who carries identification shall present it upon request 
to any seller of cannabis goods. 

(3) A decoy shall answer truthfully any questions about his or her age. 
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(4) Following any completed sale, but not later than the time a citation, if any, is issued, the 
peace officer directing the decoy shall make a reasonable attempt to enter the licensed premises 
or respond to the location where the licensee is located and have the minor decoy who purchased 
cannabis goods identify the alleged seller of the cannabis goods. 

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

§ 5806. Attire and Conduct 

(a) No license shall allow the following: 

(1) Employment or use of any person in the sale or service of cannabis goods in or upon the 
licensed premises while such person is unclothed or in such attire, costume, or clothing as to 
expose to view any portion of the male or female breast below the top of the areola or of any 
portion of the pubic hair, anus, cleft of the buttocks, vulva, or genitals. 

(2) Employment or use of the services of any host or other person to mingle with the patrons 
while such hostess or other person is unclothed or in such attire, costume, or clothing as 
described in subsection (a)(l) of this section. 

(3) Encouraging or permitting any person on the licensed premises to touch, caress, or fondle the 
breasts, buttocks, anus, or genitals of any other person. 

(4) Permitting any employee or person to wear or use any device or covering, exposed to view, 
which simulates the breast, genitals, anus, pubic hair, or any portion thereof. 

Authority: Section 26013, Business and Professions Code. Reference: 26011.5, Business and 
Professions Code. 

§ 5807. Entertainers and Conduct 

(a) Live entertainment is permitted on a licensed premises, except that: 

(1) No licensee shall permit any person to perform acts of or acts that simulate: 

(A) Sexual intercourse, masturbation, sodomy, bestiality, oral copulation, flagellation, or any 
sexual acts that are prohibited by Jaw. 

(B) Touching, caressing, or fondling of the breast, buttocks, anus, or genitals. 

(C) Displaying of the buttocks, breasts, pubic hair, anus, vulva, or genitals. 

(b) No licensee shall permit any person to use artificial devices or inanimate objects to depict any 
of the prohibited activities described above. 

(c) No licensee shall permit any person to remain in or upon the licensed premises who exposes 
to public view any portion of his or her breast, buttocks, genitals, or anus. 
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Authority: Section 26013, Business and Professions Code. Reference: 26011.5, Business and 
Professions Code. 

§ 5808. Additional Grounds for Discipline 

The following include, but are not limited to, additional grounds that constitute a basis for 
disciplinary action: 

(a) Failure to pay a fine imposed by the Bureau or agreed to by the licensee. 

Du Failure to take reasonable steps to correct objectionable conditions on the licensed premises, 
including the immediately adjacent area that is owned, leased, or rented by the licensee, that 
constitute a nuisance, within a reasonable time after receipt ofnotice to make those corrections, 
under Section 373a of the Penal Code. 

{13£) Failure to take reasonable steps to correct objectionable conditions that occur during 
operating hours on any public sidewalk abutting a licensed premises and constitute a nuisance, 
within a reasonable time after receipt ofnotice to correct those conditions from the Bureau. This 
subsection shall apply to a licensee only upon written notice to the licensee from the Bureau. The 
Bureau shall issue this written notice upon its own determination, or upon a request from the 
local law enforcement agency in whose jurisdiction the premises is located, that is supported by 
substantial evidence that persistent objectionable conditions are occurring on the public sidewalk 
abutting the licensed premises. For purposes of this subsection: 

(I) "Any public sidewalk abutting a licensed premises" means the publicly owned, pedestrian­
traveled way, not more than 20 feet from the premises, that is located between a licensed 
premises, including any immediately adjacent area that is owned, leased, or rented by the 
licensee, and a public street 

(2) "Objectionable conditions that constitute a nuisance" means disturbance of the peace, public 
intoxication, drinking alcoholic beverages in public, smoking or ingesting cannabis or cannabis 
products in public, harassment ofpassersby, gambling, prostitution, loitering, public urination, 
lewd conduct, drug trafficking, or excessive loud noise. 

(3) "Reasonable steps" means all of the following: 

(A) Calling the local law enforcement agency. Timely calls to the local law enforcement agency 
that are placed by the licensee, or his or her agents or employees, shall not be construed by the 
Bureau as evidence of objectionable conditions that constitute a nuisance. 

(B) Requesting those persons engaging in activities causing objectionable conditions to cease 
those activities, unless the licensee, or his or her agents or employees, feel that their personal 
safety would be threatened in making that request. 

(C) Making good faith efforts to remove items that facilitate loitering, such as furniture, except 
those structures approved or pennitted by the local jurisdiction. The licensee shall not be liable 
for the removal of those items that facilitate loitering. 
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(4) When determining what constitutes "reasonable steps," the Bureau shall consider site 
configuration constraints related to the unique circumstances of the nature of the business. 

(eg) Notwithstanding that the licensee corrects the objectionable conditions that constitute a 
nuisance, the licensee has a continuing obligation to meet the requirements of subsections (a) and 
(b ), and failure to do so shall constitute grounds for disciplinary action. 

( d~) If a licensee has knowingly permitted the illegal sale, or negotiations for the sales, of 
controlled substances or dangerous drugs upon his or her licensed premises. Successive sales, or 
negotiations for sales, over any continuous period of time shall be deemed evidence of 
permission. As used in this section, "controlled substances" shall have the same meaning as is 
given that term in Article I ( commencing with Section 11000) of Chapter 1 of Division 10 of the 
Health and Safety Code, and "dangerous drugs" shall have the same meaning as is given that 
term in Article 2 ( commencing with Section 4015) of Chapter 9 of Division 2 of the Business 

and Professions Code. 

(e!) Ifthe licensee has employed or permitted any persons to solicit or encourage others, directly 
or indirectly, to buy such persons cannabis goods in the licensed premises under any 
commission, percentage, salary, or other profit-sharing plan, scheme, or conspiracy. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26011.5 and 
26030, Business and Professions Code. 

§ 5809. Disciplinary Actions 

(a) When an accusation recommending disciplinary action against a license has been filed 
pursuant to Section 26031 of the Business and Professions Code, the accusation shall be served 
on the licensee in accordance with Section 11505 of the Government Code. 

(b) A hearing shall be conducted in accordance with the provisions of Chapter 5 ( commencing 
with Section 11500) of Part 1 of Division 3 of Title 2 of the Government Code to determine if 
cause exists to take action against the licensee. At such a hearing, the Bureau shall have all the 
powers granted therein and by the Business and Professions Code. 

(c) If a hearing on an accusation against a licensee results in a finding that the licensee has 
committed any of the acts or omissions constituting grounds for disciplinary action, the Bureau 
may order the license revoked, suspended outright for a specified period of time, or suspended 
on probationary restriction for a specified period of time on such terms and conditions of 
probation as in its judgment are supported by its findings, impose a fine, or any combination 
thereof. The Bureau may also issue such other lawful orders it considers to be appropriate on the 

basis of its findings. 

(d) An accusation may be terminated by written stipulation at any time prior to the conclusion of 
the hearing on the accusation. If a licensee submits a proposed stipulation to the Bureau for its 
consideration and the Bureau subsequently declines to accept the proposed stipulation, the 
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Bureau shall not thereafter be disqualified from hearing evidence on the accusation and taking 
action thereon as authorized in this section .. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26012, 26031 
and 26034, Business and Professions Code. 

§ 5810. Interim Suspension 

(a) Pursuant to Business and Professions Code section 494, the Bureau may petition for an 
interim order to suspend any license or impose licensing restrictions upon any licensee, if: 

(1) The licensee has engaged in acts or omissions constituting a violation of the Business and 
Professions Code or this division, or been convicted of a crime substantially related to the 
licensed activity, and 

(2) Permitting the licensee to continue to engage in the licensed activity would endanger the 
public health, safety, or welfare. 

(b) An interim order for suspension or restrictions may issue with notice, as follows: 

(I) The Bureau shall provide the licensee with at least 15 days' notice of the hearing on the 
petition for an interim order. 

(2) The notice shall include documents submitted in support of the petition. 

(c) An interim order for suspension or restrictions may issue without notice to the licensee, as. 
follows: 

(1) Ifit appears from the Bureau's petition and supporting documents that serious injury would 
result to the public before the matter could be heard. on notice. 

(2) The Bureau shall provide the licensee with a hearing on the petition within 20 days after 
issuance of the initial interim order. 

(3) Notice of the hearing shall be provided within two days after issuance of the initial interim 
order. 

(d) The Bureau shall file an accusation, pursuant to Chapter 5 ( commencing with Section 11500) 
ofPart 1 ofDivision 3 of Title 2 of the Government Code, within 15 calendar days of the 
issuance of the interim order. 

Authority: Section 26013, Business and Professions Code; Reference: Sections 494, 26011.5, 
26012 and 26031, Business and Professions Code. 

§ 5811. Posting of Notice of Suspension 

(a) A licensee whose license has been suspended shall conspicuously and continuously display a 
notice on the exterior of the licensee's premises for the duration of the suspension. 
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(b) The notice shall be two feet in length and 14 inches in width. The notice shall read: 

NOTICE OF SUSPENSION 
The Bureau ofCannabis Control License(s) 

Issued For This Premises Has Been Suspended 
For Violation of State Law 

(c) Advertising or posting signs to the effect that the premises have been closed or that business 
has been suspended for any reason other than the reason provided in the decision suspending the 
license, shall be deemed a violation of this section. 

(d) Failure to display the notice as required in this section or removal of the notice prior to the 
expiration of the suspension shall be a violation of this section and may result in additional 
disciplinary action. 

(e) A licensee shall notify the Bureau within 24 hours of discovering that the notice under 
subsection (b) of this section has been removed or damaged to an extent that makes the notice 
illegible. 

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

§ 5812. Posting of Notice of Revocation 

(a) A licensee whose license has been revoked shall conspicuously display a notice on the 
exterior of the licensee's premises indicating that the license has been revoked. The notice shall 
remain continuously on the licensed premises for at least 15 calendar days. 

(b) The notice shall be two feet in length and 14 inches in width. The notice shall read: 

NOTICE OF REVOCATION 
The Bureau of Cannabis Control License(s) 

Issued For This Premises Has Been Revoked 
For Violation of State Law 

(c) Advertising or posting signs to the effect that the premises have been closed or that business 
has been suspended for any reason other than the reason provided in the decision revoking the 
license shall be deemed a violation of this section. 

(d) If the Bureau revokes a license at a licensed premises that has one or more licenses at the 
location that will remain active after the revocation, the revocation notice shall remain posted for 
a period of at least 15 calendar days. 

(e) Failure to display for the time required in this section shall be a violation of this section and 
may result in additional disciplinary action. 
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(f) A licensee shall notify the Bureau within 24 hours of discovering that the notice under 
subsection (b) of this section has been removed or damaged to an extent that makes the notice 
illegible. 

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

§ 5813. Enforcement Costs 

(a) In any order in resolution of a disciplinary proceeding for suspension or revocation of a 
license, the Bureau may request the administrative law judge to direct a licensee found to have 
committed a violation or violations of the Act, or any regulation adopted pursuant to the Act, to 
pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

(b) A certified copy of the actual costs, or a good faith estimate of costs where actual costs are 
not available, signed by the Bureau's designated representative shall be prima facie evidence of 
reasonable costs of investigation and prosecution of the case. The costs shall include the amount 
of investigative and enforcement costs up to the date of the hearing, including, but not limited to, 
charges imposed by the Attorney General. 

(c) The administrative law judge shall make a proposed finding of the amount of reasonable 
costs of investigation and prosecution of the case when requested pursuant to subsection (a). The 
Bureau may reduce or eliminate the cost award, or remand to the administrative law judge where 
the proposed decision fails to make a finding on costs requested pursuant to subsection (a). 

(d) Where an order for recovery of costs is made and timely payment is not made as directed in 
the decision, the Bureau may enforce the order for repayment in any appropriate court. This right 
of enforcement shall be in addition to any other rights the Bureau may have as to any licensee to 
pay costs. 

(e) In any action for recovery of costs, proof of the decision shall be conclusive proof of the 
validity of the order ofpayment and the terms for payment. 

(f) Except as provided in subsection (g) of this section, the Bureau shall not renew or reinstate 
any license of any licensee who has failed to pay all of the costs ordered under this division. 

(g) Notwithstanding subsection (f) of this section, the Bureau may, in its discretion, conditionally 
renew or reinstate for a maximum of one year the license of any licensee who demonstrates 
financial hardship and who enters into a formal agreement with the Bureau for reimbursement 
within that one-year period for the unpaid costs. 

(h) Nothing in this section shall preclude the Bureau from including the recovery of the costs of 
investigation and enforcement of a case in any stipulated settlement. 

Authority: Section 26013, Business and Professions Code; Reference: Sections 125.3 and 26031, 
Business and Professions Code 
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§ 5814. Disciplinary Guidelines 

In reaching a decision on a disciplinary action under the Act and the Administrative Procedures 
Act (Govt. Code section I 1400 et seq.), the Bureau shall consider the disciplinary guidelines 
entitled "Bureau of Cannabis Control Disciplinary Guidelines November 2017," which are 
hereby incorporated by reference. Deviation from these guidelines and orders, including the 
standard terms ofprobation, is appropriate where the Bureau in its sole discretion determines that 
the facts of the particular case warrant such a deviation, e.g., the presence ofmitigating factors, 
the age of the case, or evidentiary problems. 

Authority: Section 26013, Business and Professions Code; Reference: Section 26031, Business 
and Professions Code. 
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I. INTRODUCTION 

Pursuant to Business and Professions Code section 26011.5, the protection of the public is of the 
highest priority for the Bureau of Cannabis Control (Bureau). In keeping with its mandate to protect 
the public, the Bureau has adopted these recommended uniform guidelines in order to promote 
consistency in disciplinary orders for similar offenses on a statewide basis. This document is intended 
for use by those involved in the administrative disciplinary process (e.g., Administrative Law Judges 
(ALJ), Deputy Attorneys General (DAG), Bureau licensees and their legal counsel, and other 
interested pat1ies ), and may be revised from time to time, and distributed to interested parties upon 
request. 

The Bureau requests that the suggested disciplinary orders contained in these guidelines be levied 
consistently and appropriately, based on the nature and seriousness of the violation(s) confirmed in 
an administrative action. The Bureau recognizes that mitigating or aggravating circumstances, in 
addition to other factors, may necessitate departure from these recommended orders and terms of 
probation. If there are any deviations from the guidelines, the Bureau requests that the ALJ hearing 
the matter include an explanation in the Proposed Decision so that the circumstances can be better 
understood and evaluated by the Bureau before final action is taken. 

Additionally, these guidelines only apply to formal administrative disciplinary processes. These 
guidelines do not apply to other alternatives available to the Bureau, such as administrative citations 
and fines, except in cases where an Accusation has been filed against a registrant or licensee for 
failure to pay an assessed administrative fine and/or comply with an order of abatement issued by the 
Bureau. 
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II. FACTORS TO BE CONSIDERED IN DETERMINING PENALTIES 

In detem1ining whether revocation, suspension, probation, fine, or a combination is to be imposed in 
a given case, factors such as the following should be considered: 

1. Nature and severity of the act(s), offenses, or crime(s) under consideration. 
2. Actual or potential harm to the public. 
3. Actual or potential harm to any patient. 
4. Prior disciplinary record. 
5. Number and/or variety of current violations. 
6. Mitigating evidence. 
7. Rehabilitation evidence, including but not limited to, a statement of rehabilitation 

containing any evidence that demonstrates fitness for licensure, or a certificate of 
rehabilitation under Penal Code section 4852.0 I. 

8. In case of a criminal conviction, compliance with conditions of sentence and/or court-
ordered probation. 

9. Overall criminal record. 
10. Time passed since the act(s) or offense(s) occurred. 
11. If applicable, evidence of expungement proceedings pursuant to Penal Code Section 

1203.4. 
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III. DISCIPLINARY GUIDELINES 

The Medicinal and Adult-Use Cannabis Regulation and Safety Act (MAUCRSA) specifies the 
offenses for which the Bureau may take disciplinary action. Following are samples of the codes and 
regulation numbers, titles of the offenses and the associated Bureau determined disciplinary 
recommendations. When filing an accusation, the Bureau or Office of the Attorney General are not 
limited to the violations listed herein. They may also cite any and all additional related statutes and 
regulations violated not listed below. The following is not a comprehensive list of potential violations 
and in no way, should limit the Bureau or the Attorney General's Office from asserting any relevant 
and applicable violation. The Bureau suggests that for cases with multiple violations, suspensions or 
other disciplines run concurrently. All standard terms of probation as state.d herein shall be included 
for all probations. · 

As used herein, statutes and regulations are referenced as follows: 
Business and Professions Code: (B&P) 
Title 16, California Code of Regulations: (CCR) 
Penal Code: (PC) . 

California Code of Regulations Disciplinary Order Guidelines - Tier 1 

Minimum: revocation stayed, 5 to 15-day suspension, a fine (as determined by the "Fine Formula'' 
below), or a combination of a suspension and fine. 

Maximum: revocation 

Tier I discipline is recommended for: 

• violations which are potentially harmful 

Violations of the following codes are representative of this category: 

Violation Descriotion Authoritv . 

Failure to Surrender License B&P§ 119(d) 
CCR 6 5022 

Failure to Notify the Bureau of Changes CCR 6 5023 
Unauthorized Modification of Licensed Premises B&P § 26055(c) 

CCR &5027 
Prohibited Commercial Cannabis Activity CCR § 5032(b) 
Between Medicinal and Adult-Use Licensees 
Unauthorized Storage of Inventorv . CCR &5033 
Failure to Maintain Records · B&P § 26160 

CCR§§ 5037(a), 5310, 5426, 5505-
5506 

Allowing the Unauthorized Use of the Track and CCR§§ 5048-5050 and 5052 
Trace System and Failing to Maintain Track and 
Trace System Requirements 
Failure to Properly Display and Post License CCR 6 5039 · 
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Failure to Comply with Advertising and B&P §§ 26151-26152 
Marketing Reouirements CCR 00 5040-5041 
Failure to Ensure Restricted Access to Limited- B&P § 26070 
Access and Other Restricted Areas CCR SS 5042 and 5401 
Failure to Comply With Security Requirements CCR§§ 5043-5047 and 5403(b)(l)-

(2) 
Failure to Comply with Proper Cannabis CCR§§ 5054-5055 and 54I0(e) 
Destruction and Waste Management 
Unauthorized Storage of Cannabis Goods and CCR§§ 5033 and 5300-5302 
Storage-only Services 
Failure to Comply with Packaging and Labeling B&P § 26070 
Requirements CCR S§ 5303 and 5412 
Failure to Comolv with Insurance Reauirements CCR S 5308 
Failure to Comply with Inventory Documentation CCR §§ 5051, 5309 and 5423-5424 
and Reconciliation Reauirements 
Failure to Comply with Transportation B&P § 26070 
Requirements of Cannabis Goods CCR SS 5311-5312 
Failure to Comply with Transport Personnel CCR§5313 
Reauirements . 

Unauthorized Use of Distributor Transport Only CCR§ 5315 
License 
Failure to Comply with Shipping Manifest B&P §§ 26067 and 26070 
Requirements CCR§ 5314 

Unauthorized Hours of Operation CCR§ 5403(a) and (b)(3), and 
54?2 b) 

Unauthorized Sale of Cannabis Plants CCR s 5408/ a)-(b) 
Use of Pesticide on Live Plants CCR S 5408/c) . 

Unauthorized Furnishing of Free Cannabis Goods CCR ~ 5411 
Failure to Comply with Exit Packaging B&P § 26070.1 
Reauirements CCRS5413 
Failure to Complywith Delivery Requirements CCR§§ 5415-5418 and 5421 

Failure to Provide Delivery Request Receipts B&P § 26090 
CCR S 5420 

Unauthorized Receint of Inventory Shipment CCR S 5422 
Failure to Record Sales to Customer CCR 6 5425 
Failure to Comply with Requirements for CCR § 5600 et seq. 
Temporary Cannabis Event License 
Non-Permitted Use of License B&P § 119(b)-(f) 
Failure to Comply with Local Ordinance B&P § 26030(f) 
Regulating Commercial Cannabis Activitv 
Failure to Comolv with Ooerating Procedures B&P § 26030/i) 
Sale of Alcohol or Tobacco Products B&P S 26054(a) 
Failure to Record Commercial Cannabis Activity B&P § 26161 
on Sales Invoice or Receint 
Failure to Exercise Care for Safety of Self or PC§ 647(f) 

. Others Due to Being Under the Influence of an 
Intoxicating Substance 

. 
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California Code of Regulations Disciplinary Order Guidelines - Tier 2 

Minimum: revocation stayed, 15 to 30-day suspension, a fine (as determined by the ''Fine Formula" 
below), or a combination of a suspension and fine. 

Maximum: revocation 

Tier 2 discipline is recommended for: 

• Violations with a serious potential for harm 

• Violations which involve greater risk and disregard of public safety 

Violations of the following codes are representative of this category: 
. 

Violation Descrintion Authoritv 
Exceeding License Privileges for Commercial 
Cannabis Activitv 

B&P §§ 26050 and 26053 

Unauthor.ized Use and Operation of Designated 
Premises 

CCR§ 5025 

Subletting of Premises CCR &5028 
Failure to Comply with Track and Trace Reporting and 
Svstem Reconciliation Reauirements 

CCR §§ 5049-5051 

Failure to Comply with Video Surveillance System 
Requirements 

CCR§ 5044 

Failure to Comply with Security Personnel 
Reauirements 

CCR§ 5045 

Failure to Verif:,,- Age of Customers and Unauthorized 
Access to Retail Areas 

B&P § 26140 
CCR,, 5400 and 5402 

Failure to Comply with Employee Age Restrictions 

Sale or Furnish of Adult-use Cannabis Goods to 
Minors 

B&P § 26140 
CCR 8 5031 
B&P §§ 26030(g) and 26140 
CCR 8 5404 

Consumption of Cannabis Goods by a Minor on 
Licensed Premises 
Failure to ProperJv Disolav Cannabis Goods 

B&P § 26200 

CCR 8 5405 
Unauthorized Sale of Non-Cannabis Goods on 
Premises 
Exceeding Dailv Limits of Cannabis Goods Sales 

CCR§ 5407 

CCR 8 5409 
Unauthorized Return of Cannabis Goods 
Consumption of Cannabis Goods During Deliverv 

CCR 88 5053 and 54 I 0 
CCR 8 5419 

Failure to Ensure Laboratory Testing Arrangements 
and Oualitv Assurance 
Failure to Comply with Microbusiness Operations 
Reouirements 

CCR§§ 5304-5307 

CCR§ 5500 

Failure to Comply with Laboratory Testing 
Reouirements 

CCR § 5700 et seq. 

False or Misleading Declaration of Correction in a 
Notice to Comnlv 

CCR§ 5801 

Prohibited Attire and Conduct CCR 6 5806 
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Prohibited Entertainers and Conduct CCR 6 5807 
Allowing for the Copy or Display of a Fictitious 
License or a License that is Canceled, Revoked, or 
Altered 

B&P§Il9 

Misdemeanor Offenses bv Licensees B&P 6 125 
Discipline bv Another Agencv B&P6 141 
Failure to Provide Safe Conditions for Inspection B&P §6 26030(i) 

California Code of Regulations Disciplinary Order Guidelines - Tier 3 

Minimum: revocation stayed, 45-day suspension, a fine (as determined by the "Fine Formula" 
below), or a combination of a suspension and fine. 

Maximum: revocation 

Tier 3 discipline is recommended for: 

• Knowing or willfully violating laws or regulations pertaining to commercial cannabis activity 

• Fraudulent acts relating to the licensee's commercial cannabis business 

Violations of the following codes are representative of this category: 

Violation Descriotion Authorih• 
Failure to Notifv the Bureau ofa Change in Ownership CCR § 5023 and 5024 
Obtaining a License for Premises in Restricted B&P § 26054 
Location CCR &5026 
Conducting Commercial Cannabis Activity with Non- CCR§ 5032(a) 
Licensees 
Failure to Notify the Bureau ofCriminal Acts. Civil CCR§ 5035 
Judgments, and Revocation of a Local License, or 
Other Authorization after Licensure 
Failure to Notify the Bureau of Significant B&P § 26070 (k) 
Discreoancv, Theft, Loss, and Criminal Activitv CCR S 5036 
Restricting or Hindering the Examination of Books and B&P §§ 26160-26161 
Records CCR S 5037/b\-!c\ 
Obstruction of Inspections. investigations, or Audits CCR S 5800 
Delivery or Transport of Cannabis Goods Outside of B&P § 26080 
California or to a Publiclv Owned or Leased Location CCR 6 5416(b)-(c) 
Failure to Correct Any Objectionable Conditions on CCR § 5808(a)-(b) 
Premises 
Illegal Sale of Dangerous Drugs, or Other Controlled CCR§ 5808(d) 
Substances 
Failure to Pay Fine B&P o 125.9(b)/5) 
Engage in Conduct that is Grounds for Denial of B&P § 480(a) 
Lii:ensure 
False Statement in Annlication B&P &480(d) 
Securing License by Fraud, Deceit, or B&P § 498 
Misrepresentation. 
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Fine Formula 

In instances where the Bureau allows a fine to be.paid. the following method will be used to calculate 
the fine. 

Gross Cannabis Sales divided by Number of Days Open in Calculation Period= Average Daily 
Sale Amount 

Average Daily Sale Amount multiplied by Number of Days of the Suspension= Potential Fine 
Amount 

The books and records of the licensee shall be kept in such a manner that the average daily sale 
amount and:or the loss of profits from commercial cannabis activity that the licensee would have 
suffered from a suspension can be determined vv ith reasonable accuracy therefrom. and such books. 
records. and in formation shall be accessible to the Bureau to make an accurate and complete 
determination of any fine amount. 

Minimum and Maximum Fine Amounts 

The minimum and maximum fine amount is based on the tier the licensee falls into on annual license 

fee schedule listed in 16 CCR§ 5015. 

License Type 

Testing Laboratory 

Operations 
/$Million Max. Per License) 

Up to 50 Million 

Minimum Fine to Maximum 
Fine 

$ I ,000 to $40,000 

Greater than 50 million to 500 
Million 

Greater than 500 Million 

$2.000 to $90,000 

$4,000 to $180.000 

Distributor Up to 2 million $1,000 to $2,400 

Greater than 2 million to 8 
million 

Greater than 8 million to 80 
million 

Greater than 80 million 

$2,000 to$ l 0,000 

$4.000 to $72,000 

$8,000 to $250,000 

Distributor Transport Only 
Self-Distribution 

Distributor Transport Only 

Up to 2 million 

Greater than 2 million to 8 
million 

Up to 2 million 

$1.000 to $2,400 

$2,000 to $4,000 

$1,000 to $2,400 

. Greater than 2 million to 8 
million 

$2,000 to $5,000 
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Retailer Up to .5 million $1,000 to $8,000 

Greater than .5 million to l .5 
million 

Greater than 1.5 million to 4.5 
million 

Greater than 4.5 million 

$2,000 to $24,000 

$4.000 to $72,000 

$8,000 to $144,000 

Micro business Up to .5 million $1,000to$10,000 

Greater than .5 million to 1.5 
million 

Greater than .1.5 million to 4.5 
million 

Greater than 4.5 million 

$2,000 to $30,000 

$4,000 to $84,000 

$8.000 to $240,000 

IV. ST AND ARD CONDITIONS OF PROBATION 

The protection of the public is the highest priority of the Bureau. In disciplinary matters where 

probation as been imposed, the Bureau believes conditions should be imparted to ensure public 

protection and to allow the probationer the opportunity to demonstrate rehabilitation. The following 
conditions of probation provide for consumer protection and establish a mechanism to monitor the 

rehabilitation progress ofa probationer. Generally, the Bureau recommends a minimum of three (3) 
· years' probation. 

Introductory Language and Conditions 1-7 are required as follows: 

I. OBEY LAWS 

Respondent shall obey all state and local laws. A full and detailed account of any and all 
violations of law shall be reported by the respondent to the Bureau in writing within seventy­
two (72) hours of occurrence. To permit monitoring of compliance with this condition, 
respondent shall submit completed fingerprint forms and fingerprint fees within 45 days of 
the effective date of the decision, unless previously submitted as part of the licensure 
application process. 

CRIMINAL COURT ORDERS: If respondent is under criminal court orders, including 
probation or parole, and the order is violated, this shall be deemed a violation of these 
probation conditions, and may result in the filing of an accusation and/or petition to revoke 
probation.· 
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2. SUBMIT WRITTEN REPORTS 

Respondent, during the period of probation, shall submit or cause to be submitted such 
written reports/declarations and verification of actions under penalty of perjury, as required 
by the Bureau, but no more frequently than once each calendar quarter. These 
reports/declarations shall contain statements relative to respondent's compliance with all the 
conditions of the Bureau's Probation Program. Respondent shall immediately execute all 
release of information forms as may be required by the Bureau or its representatives. 

3. REPORT IN PERSON 

Respondent, during the period of probation, shall appear in person at interviews/meetings as 
directed by the Bureau or its representatives. 

4. COMPLY WITH CONDITIONS OF PROBATION 

Respondent shall fully comply with the conditions of probation established by the Bureau and 
cooperate with representatives of the Bureau in its monitoring and investigation of the 
respondent's compliance with the Bureau's Probation Program. Respondent shall inform the 
Bureau in writing within no more than 15 days of any address change. Upon successful 
completion of probation, respondent's license shall be fully restored. 

5. POSTING OF SIGN 

During the period of suspension, Respondent shall prominently post a sign or signs, provided 
by the Bureau, indicating the beginning and ending dates of the suspension and indicating the 
reason for the suspension. The sign or signs shall be conspicuously displayed in a location or 
locations open to and frequented by customers. The location(s) of the sign(s) shall be 
approved by the Bureau and shall remain posted during the entire period of actual suspension. 

Additionally, the Respondent shall circulate a notice of the conditions of probation to all 
employees. and post the notice in a conspicuous place where notices to employees are posted 
or available to employees. New employees shall also be provided a copy of the notice of the 
conditions of probation. 

6. MAINTAIN VALID LICENSE 

Respondent shall, at all times while on probation, maintain a current and valid license with 

the Bureau, including any period during which suspension or probation is tolled. 

7. COST RECOVERY 

Respondent shall pay to the Bureau costs associated with its investigation and enforcement 
pursuant to Business and Professions Code Section 2603 l in the amount of$. ____ 
Respondent shall be permitted to pay these costs in a payment plan approved by the Bureau, 
with payments to be completed no later than three months prior to the end of the probation 
term. 
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If respondent has not complied with this condition during the probationary term, and 
respondent has presented sufficient documentation of his or her good faith efforts to comply 
with this condition, and if no other conditions have been violated, the Bureau, in its 
discretion, may grant an extension of the respondent's probation period up to one year 
without further hearing in order to comply with this condition. During the one year extension, 
all original conditions of probation will apply. 

8. LICENSE SURRENDER 

During respondent's term of probation, ifhe or she ceases business or is otherwise unable to 
satisfy the conditions of probation, respondent may surrender his or her license to the Bureau. 
The Bureau reserves the right to evaluate respondent's request and to exercise its discretion 
whether to grant the request, or to take any other action deemed appropriate and reasonable 
under the circumstances, without further hearing. Upon formal acceptance of the tendered 
license, respondent will no longer be subject to the conditions of probation. Surrender of 
respondent's license shall be considered a disciplinary action and shall become a part of 
respondent's license history with the Bureau. 

9. VIOLATION OF PROBATION 

If a respondent violates the conditions of his or her probation, the Bureau after giving the 
respondent notice and an opportunity to be heard, may set aside the stay order and impose the 
stayed discipline (revocation/suspension) of the respondent's license. If during the period of 
probation, an accusation or petition to revoke probation is filed against respondent's license, 
or the Bureau has served the respondent a notice of intent to set aside the stay, the Bureau 
shall have continuing jurisdiction, and the probationary period shall automatically be 
extended and shall not expire until final resolution of the matter. 

VI. INTRODUCTORY LANGUAGE AND OPTIONAL TERMS AND 
CONDITIONS OF PROBATION 

The following introductory language and all standard probation conditions are to be included in 
probationary decisions/orders. For applicants, cost recovery conditions do not apply. For licensees, 

all standard probation conditions apply. Optional terms and conditions may be included in orders of 
probation based upon violations. 
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INTRODUCTORY LANGUAGE FOR ALL ORDERS 

[TIS HEREBY ORDERED that License Number ______ issued to Respondent __. is 
[revoked/suspended/fined] [for/in the amount of] [days/amount], [however, the revocation is stayed] 
and respondent is placed on probation for __ years on the following conditions. 

SEVERABILITY CLAUSE-Each condition of probation contained herein is a separate and distinct 
condition. If any condition of this Order, or any application thereof, is declared unenforceable in 
whole, in part, or to any extent, the remainder of this Order, and all other applications thereof, shall 
not be affected. Each condition of this Order shall separately be valid and enforceable to the fullest 
extent permitted by law. 
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1.0 INTRODUCTION 
1.1 Purpose 

The Foods and Veterinary Medicine (FVM) Enterprise within the U.S. Food & Drug 
Administration is responsible for ensuring the safety of the nation's food and feed 
supply. FDA accomplishes this through education; inspection; data collection; 
standards setting; prompt investigation of outbreaks; and, enforcementactions 
when appropriate. The effectiveness of the FVM Enterprise.is highly dependent on 
the quality and performance of the laboratory methods used within the FDA. To 
ensure that all laboratory methods meet the highest analytical standards possible 
for their intended purpose, the FDA Office of Foods and Veterinary Medicine 
(OFVM) through the Science and Research Steering Committee (SRSC) has 
established these criteria by which all FVM microbiological methods shall be 
evaluated and validated. 

. 1.2 Scope 
These criteria apply to all FDA laboratories that develop and participate in the 
validation of analytical food and feed methods for Agency-wide implementation in a 
regulatory capacity. This includes all research laboratories, and ORA tabs where 
analytical methods may be developed or expanded for potential regulatory use. At 
the time of final approval by the OFVM and the SRSC, this document will · 
supersede all other intra-agency documents pertaining to food- and feed-related 
method validation criteria for microbial analytes, In addition, this guidance if a( 
forward-looking document; the requirements described here will only apply to 
~eveloped methods and those for which significant modifications have been 
made to an existing method. Once a method.has .been validated, it can be 
implemented by other laboratories following the method velification process. 

1.3 Administrative Authority and Responsibilities. 
All criteria established in this document for analytical method validation have been 
adopted and approved by the OFVM and the SRSC. As stated in the Methods 
Development, Validation and Implementation Program SOP (APPENDIX 3), The 
Method Validation Subcommittee (MVS) will have oversight responsibility for all 
collaborative validation studies (See Section 2.2.2.3). · 

1.4 The Method Validation Subcommittee 
Under the authority of the SRSC, a Microbiology Methods Validation 
Subcommittee (MMVS) will oversee all microbiology method validation concerns. 
The MMVS is governed by the organizational structure, roles and responsibifities 
as detailed in its charter (See APPENDIX 2). Briefly, the MMVS will oversee and 
coordinate - in collaboration with the originating laboratory• all collaborative 
laboratory validation studies (planning and implementation) for microbiological 
methods developed within the FDA FVM Enterprise lo support regulatory analytical 
needs. This includes the evaluation of Single Laboratory Validation (SLV) results 
and the evaluation of any subsequent collaborative validation study plan. Unless 
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otherwise stated, most correspondence between the method developer(s) and the 
MMVS will be by email using the following address: 
Microbiology.MVS@fda.hhs.gov. 

1.5 General Responsibility of the Originating Laboratory 
· It is the responsibility of the originating (developing) laboratory to ensure proper 
adherence to all criteria described in the document. The originating laboratory must 
woric in close consultation with the MMVS and/or its designated Technical Advisory 
Group (TAG) throughout the collaborative laboratory validation process. It will be 
the responsibility of the originating laboratory to include their respective QA/QC 
manager in all aspects of the validation process and to ensure proper adherence to 
all criteria described in this document 

1.6 Method Validation Definition 
Method validation is a process by which a laboratory confirms by examination, and 
provides objective evidence, that the particular requirements for specific uses are 
fulfilled. It serves to demonstrate that the method can detect and identify an 
analyte or analytes: 

• In one or more matrices to be analyzed. 
• In.one or more instruments or platforms. 

( • With a demonstrated sensitivity, specificity, accuracy, trueness, reproducibility, '· ruggedness and precision to ensure that results are meaningful and appropriate 
to make a decision. 

• Reliably for its intended purpose. Intended purpose categories include, but may 
not be limited to emergency/contingency operations; rapid screening and high 
throughput testing; and confirmatory analyses. 

• After the method developer has conducted experiments to determine or verify a 
number of specific performance characteristics that serve to define and/or 
quantify method performance. 

1.7 Applicability 
This document establishes evaluation criteria for methods to detect, identify, and 
quantify all microbial analytes that may now be, or have the potential to be 
associated with foods and feeds i.e. any microbiological organism of interest 
(target organism) or the genetic material i.e. DNA, RNA, toxins, antigens, or any 
other product of these organisms. If not specifically identified, all information 
contained in the accompanying tables should be extrapolated to the microbial 
analyle of interest. Such applicable areas of methods development and evaluation 
include, but are not limited to, the following: 

• Qualitative assays i.e. detection assays 
• Quantifiable assays i.e. real-time PCR 
• Analyte-specific

(. 
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o Bacteriological, e.g. 
• Salmonella spp. 
• Pathogenic Escherichia coli 
• Usteria monocytogenes 
• Shigel/a spp. 
• Vibrio spp. 
• Catripy/obacter spp. 

o Microbial toxins (excluding marine biotoxins. See Chemistry method 
validation guidelines) · 

o Viral pathogens, e.g. 
• Hepatitis A virus 
• Norovirus 
• Enterovirus 

o Parasitic protozoan pathogens, e.g. 
• Cryptosporidium 
• ·Cyclospora cayetanensis 

o Indicator organisms 
• Bioengineered analytes, e.g. 

o Genetically-modified foods (GMOs) 
• Applications 

o Pre- and selective enrichment 
o Microbial analyte recovery and concentration 

( o Screening, high-throughput, confirmation 
• .Procedures 

o Phenotypic, e.g. 
• Biochemical characterization for identification 
• Antibiotic resistance traits for identification 
• Antigenic characterization for identification 

o Genetic, e.g. 
• Nucleic acid· 1so1ation/concentration/purification 
• Polymerase Chain Reaction 

• Conventional 
• Real-time 
• Reverse transcription 

• Sequencing, e.g. 
• Whole genome 
• Selective sequencing 
• Single nucleotide polymorphism (SNP) analysis 

• Strain-typing applications 
• Immunological 

o Antibody capture 
o ELISA 
o . Flow cytometry 

( 1.a Requirements 
') 
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Method validation shall be required for: 
·• Submission of a new or alternate method. 
• Major modifications to an existing, validated method (See Section 5.0). 

2.0 CRITERIA AND GUIDANCE FOR THE VALIDATION OF FDA­
DEVELOPED METHODS 

This section provides validation criteria and guidance for all FVM-<leveloped or any 
existing validated method(s) that has been significantly modified (See Section 5.0). 

2.1 Validation Definitions 
2.1; 1 The Reference Method 

The reference method is defined as that method by which the performance of an 
alternate method is measured or evaluated. Validation studies must include 
comparison to a recognized reference method to demonstrate equivalence or 
increased performance, the significance of which must be determined statistically. 
For bacterial analytes, reference methods are generally culture-based and result in 
a pure isolate. The FDA Bacteriological Analytical Manual (BAM), the USDA 
Microbiology Laboratory Guidebook (MLG) and ISO culture methods contain 
recognized reference culture methods. FDA BAM reference methods take 
precedence over all other reference methods unless otherwise determined by the 

( MMVS. It is recognized that this requirement may either not be practical or 
possible in all instances. In such cases, consultation between the originating 
laboratory and the MMVS will be necessary to define the most appropriate 
reference method. All new methods must be validated against an agreed-upon 
reference method if existing. 

I 

2.1.2 The Alternate Method 
The alternate method refers to the newly developed or modified method that is to 
be evaluated against the performance of a recognized reference method by a 
defined validation process. 

2.1.3 The Originating Laboratory 
The originating laboratory refers to the laboratory that developed the method and 
has completed the SLV requirements. 

NOTE: An "originating laboratory" can be more than a single laboratory when 2 or 
more laboratories combine their resources to develop and validate a·method. In 
such cases, none of the laboratories so combined may act as a. Collaborating 
Laboratory. 

2.1.4 The Collaborating Laboratory 
The collaborating laboratory refers to the laboratory (or laboratories) other than the 
originating laboratory involved in multi-laboratory method validation studies. 
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2,2 The Method Validation Process 
Within the FVM Enterprise, method validation exercises confirm by examination 
(and the provision ofobjective evidence) that the particular requirements for a 
method have been fulfilled. All methods used by the FDA in support of its 
regulatory and comp)lance roles must be validated according to the guidelines 
established by the FVM Enterprise. Three levels of scrutiny are defined below and 
serve to demonstrate that the method can detect, identify and, where applicable, 
quantify an analyte or analytes to a defined standard of performance. The 
hierarchy of criteria within the validation process also provides general 
characteristics on the method's utmty and insights for its intended use. 

2.2.1 Emerge1:1cy Usage (Level One) . 
This level has the lowest level of validation. All the work will have been done 
by .one or more labs. Sensitivity and specificity (inclusivlty and exclusivity) 
has been tested, but only included a limited number of strains. The MMVS, 
Agency subject matter experts (SMEs) and the originating laboratory may 
Identify additional criteria for evaluation. Once the crisis has past and it has 
been determined that there is a need for further validation, procedures 
outlined in this document must be followed. 

,' ·Intended Use: Emergency needs.. These are methods developed or 
\ modified for the detection of.an analyte, or a matrix not previously 

recognized or identified as a threat to food safety or public health. 
Perfol'l'l'lance of the method at this level will determine, in part, whether 
furtnervalidation•ls-useful or warranted. ··· - --- · 

·NOTE: Under emergency situations where the rapid development and 
deployment ofa method is needed to immediately address an outbreak 
event Level 1 - Emergency Use criteria should be followed as closely as the 
situation will allow. 

2.2.2 Method Validation Levels (for Non-Emergency Use Methods) 
2.2.2.1 Single-laboratory Validation (Level Two - Part at 

The originating lab.has done a more comprehensive initial study with 
defined ~nclusivity/excluslvlty levels as shown in Tables 1. If available, a 
comparison has been done to an existing reference method. Results of the 
SLV has been evaluated and approved by the MMVS. This is the first step 
in the validation process for methods designed for routine regulatory 
applications. 

Intended Use: Methods validated to this level of scrutiny can be used 
Immediately for emergencies. Slightly higher false-positive rates .may be 
acceptable as all samples analyzed will require confirmatory testing. 

( 
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2.2.2.2 Independent Laboratory Validation (Level Two • Part b) 
One other independent laboratory· has participated in the validation study 
using the method of the originating lab and criteria described in Table 1. 
Successful completion of this level of scrutiny and the approval of the 
MMVS are prerequisite steps prior to any collaborative validation study. 

·Intended Use: Methods validated to this level of scrutiny can be used 
immediately for emergencies. Slightly higher false-positive rates may be 
acceptable as all samples analyzed will re~uire confirmatory testing. 

2.2.2.3 Collaborative Validation Study (Level Two - Part c) 
A Collaborative study is an inter-laboratory study in which each laboratory 
uses the defined method of analysis to analyze identical portions of 
homogeneous materials to assess the performance characteristics obtained 
for that method of analysis IY'J. Horwitz, IUPAC, 1987). It is designed to 
measure inter-laboratory reproducibility, so that it can be determined if the 
method can be successfully performed by laboratories other than the 
originating laboratory. For methods having more than one sample 
preparation or enrichment scheme, it is necessary to test one matrix per 
sample preparation or enrichment scheme. · 

( The criteria defined for this level of scrutiny (to be performed by the 
originating and collaborating labs) are closely aligned with other recognized 
and established validation criteria for collaborative studies e.g. AOAC, ISO. 
This includes criteria for inclusivity/exclusivity, analyte contamination levels, 
competitor strains, aging, and a comparison to an existing, recognized 
reference method when available. 

Intended Use: All methods validated to this level of scrutiny are acceptable 
for use in any and all regulatory circumstances e.g. confirmatory analyses; 
regulatory sampling, outbreak investigations, and surveillance and 
compliance support. 

2.3 Validation Criteria 
Tables 1, 2, 3 and 4 contain the general criteria that must be met in order to 
successfully achieve a defined level of valid.ation for a new or modified method. 
Table 1 describes general guidelines for qualitative methods to detect conventional 
microbial foodborne pathogens. Table 2 applies to detection methods for microbial 
analytes that face unique isolation and/or enrichment challenges. Table 3 
describes general guidelines for identification or confirmatory methods. Table 4 
describes general guidelines for quantifiable methods. The criteria contained · 
within these tables also distinguish between qualitative and quantifiable methods; 
and, those requirements to be carried out by the originating and collaborating 
laboratories respectively. 

( 
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2.3.1 Validation Criteria for Qualitative Methods to Detect Ce>nventional 
Microbial Food-borne Pathogens 

2,3.1.1 Deflnitie>n 
A method that Identifies analyte(s) based on chemical, biological, or physical 
properties; method of analysis- whose response Is either the presence or 
absence of the analyte detected either directly or indirectly in a certain 
amount of sample. Most qualitative methods are or can be made at least 
"semi-quantitative" to provide rough estimates of the amount of analyte 
present. 

2.3;1.2 Criteria 
Tables 1 pertains to bacterial pathogens (and other pathogenic 
microorganisms) that meet the following general characteristics: 

• ..Not limited by s.train availability; ability to fully comply with inclusivity and 
exclusivity requirements. 

• Are capable of cultural enrichment in a timely manner. 
• Can be enumerated. · 

( 
' 

( 
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Table 1- General Guidelines for the Validation of Qualitative Detection Methods for 
Microbial Analytes 

Emergency Non:.emergency Validation Processes 

Emergency 
Single Independent Collaborative 

Criteria Laboratory Laboratory
Use Validation Stutlv Validation study Validation Study 

Partlclpellng Laboratory 
OrlglnaHng Originating Laboralo!y 

Collaborating Collaborating 
Laboratory Laboratory Laboratories 

II of target o,ganlam 
(inclusMty)' 

'TBO 50 (unless 50 aren1 
available)'' 'NA 'NA 

# of non-target organism 
(exduslvily) • 

'TBD 30 stralnsd 'NA 'NA 

# of laboratories providing 1 1
usable data 

1 ' 10 

"of foods 1ormore1 1ormore• 1ormore• 1or more• 

Two inocUlated levels' Two Inoculated -•• 
3 18'"'is: One Inoculated 

levef, one at 
# or analyle levels/food matrix 'TBD and one unlnoculated and one unlnoculated- level 1 log higher' and one 

LllinocUlated level 

20 for the fracllonal 20 for the fractional 
Replicates per food at each 1TBD 

level (5 each for the - (5'oach for ll1e 8 
level tested unlnoculated and high llliliocUI::.~ high

levels\ 

Aging of Inoculated samples No 
prtor to testing 

Yes' Yes' Yes' 

In 1food at +1 In Hood at +1 In 1 food at +1 

Addtlon of competitor strain' 
No!mal background log>anatyle at log>analyte at log>analyte at 

llora fractional posltlve' fracllonal positive' fractional positive' 
analyta- analyte- analyte level 

Referenee Method Comparison 
Requirement' 

*TBD Yas, ff avaH- Yes, ff avatlable Yes, if avallabte 

'Using pUM cutu""' Without a food matnx. 
'Each at 1o' CFU/mL following the method protocol (1 log,. above the LOO for other methods); or 1o' CFU/reactfon for molecular 
methods •.g, PCR, 
'100 serotypes for Salmonella tasting, 
'A11o' CFU/mL for non-target ,xganlsms grown In a non-selecllve rich medium. 
'For FDA regulatory use, mathods are only valid for fooda that havo been tasted; lhe MMVS may require that a .-method be 
vaidated for 3 fooda Wllhln a food category (5ee APPENDIX 5), see Section 6 for further guidance on matrix exlenslon or1tena. 
'Must be adjusted to achieve fracllonal positive resulta (one or both methods i.e. the reference and alternate methoda muot yield 
50%±25% of- positiwe) at 11118 level; the high level lnooulum should be appro,dmataty1 log greater !hen that used to achieve 
fracllonai results. Al 5 ,epllcatas at the high lnoculom should yield poalttve result&. · 
'All last samples tnoculalect at this level must yield 100% positive results 
'Period of aging depends on food being tested. Perishable foods shouid be aged under refrigeration for 48 - 72 h. Frozen and shelf 
stable fooda should be aged for a tn1nlm1111 of 2 weeks at -20'C or at room t_.ture, respecllVely, 
'An appropriata competitor ts one lhal gives slrrilar reactions In onrlchmont and de1ecllon systems, Natural bacl<grOll'ld mlcroflora can 
fulfill this requirement as long as tt present in the matrix at a level 1 log greater than the target analyte.
11ndepandenl Laboratory and Collaboratlw Valldalion studies should use the most effective reference melhod available. 
'TBD to be delennlned In consultallons With the originating laboratory, the MMVS, and stJ!lject maltOf expe,u, 
• Not Ajlpllcable 

2.3.1.3 Detection of Microbial Analytes That Present Unique Isolation 
and/or Enrichment Challengest 
Tables 2 provides validation criteria for microbial pathogens characterized 
as difficult to Isolate, limited resources for extensive inclusivity and 
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exclusivity studies, and either non-cl!lturable for enrichment purposes or, 
enrichment cannot be accomplished In a timely manner. 

Table 2 • General Guidelines for the Validation of Qualitative Detection Methods for 
· Microbial Analytes - U11ique Isolation and/or Enrichment Challenges t 

. 
. 

Criteria Emergency 
Use 

Single 
Laboratory 

Validation Studv 

· Independent 
Laboratory 

Validation Studv 

Collaborative 
Validation Study 

ories 

. 

Pariiclpallng Labora!Cly 

II oftal!lel organism 
(lncluslvlly)' 

ti of ll0l'>lalget o;rnlsm
(eKCluslvlty 

# of l!lbolatories ptOViding 
usable data• 

Origlnallng 
Labondory 

•reo 

'Teo 

1 

Originallng Laboratory 
. 

'TBD 

'Too 

1 

Collaborating 
Laboratory 

'NA 

'NA 

1 

Collaborating Laborat

'NA 

'NA 

s•. 
. 

#offoodB 1or more¥ 1 ormore' 1 ormor8' 1or more¥ 

II of analyte levels/food malrfx 'TBo . 
One' Inoculated level' 

·and one unlnac:ulated- one Inoculated level' 
and one unlnoculated- 3 Jev

iellel
a

els: Dne lnocUlaled 
', one at 1 log hlghel' 
nd one unlnocuated 

Repllcataa per food at each-- 'TBD 3 3 

level 
. 

: 8¥ 

.Reference Method Compa~
RequlllllllOl'II. 'Tl!D Yea,lfav-• Yea, Ifavailable . Yes, If avallallle 

( 
'. 

Emergency 

'Uslngpu.,.cUltlJraa wllhout.a food.matrix. 

Non-Emergency Valldatlon Procenes 

. . 
. 

'Labe l)!OVidl'l! data are required lo run study on same PCR plallonn. 
. 'Musi be adllllsted lo achieve fractional poaffiva reautta (one or both method• I.e. the reference and allemale melhodB muatyleld 
50%±25% of tests poaltlve) al ttds !evel, acMaable to Include \'Alen poaslble one addlJonal leVel al +1 log. 
'All taat samples Inoculated at Ihle level muat ~ 100% l)OBltJve reautta. . 
'Independent LaboralOly and Collabo,atlve Valldatioo Studies should UBI the most elleclive reference method available. 
·-""""1IJles Include bu! are no! limited to RNA food-bome vi,usea, and protozoan parasltaa. See APPENDIX 3 Sections V and VI. 
'TBD to be detennlned In consultallons lMll'l lhe ot1glnating laboratoly, the MMVS, and aubject matter experts.
• Not Applieable. . . . · 
'Wheni circumstance and reaoorces permit. 
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2.3.2 Validation Criteria for Identification Methods · 

2.3.2.1 Definition 
A method used to confirmation the identity of a microbial analyte e.g. 
serotyping. 

2.3.2.2 Criteria 

Table 3- General Guidelines for the Validation of Identification Methods for 
Microbial Analytes 

Non-Emergency Validation Processes 

Criteria. 

Partlclpallng Laboratory 

# of ta,get organism 
(lnclusMty)' 

# of non-ta,get •~•m 
(exclushltty) 

II of laboratories p!Ollidlng 
usable data 

Replicates' 

Relerenoe Method Comparison 
R=•rement 

Single 
Laboratory 

Valldatlon Study 
Originating 
Laboratory 

>50 (unless 50 .,..,, 
availible)"·' 

>30 sualns"' 

1 

3 

Yes, Wavailable 

lndepend9'1t 
Laboratory 

Validatlon study 
CoUa-ng 

Laboratory 

1' 

1' 

1 

3 

Yes,Wavall-

Collaborative 
Validation Study 

.COiiaborating 
Laboratories 

12' 

12' 

10 

3 
. 

Yeo, Wavailable 
. 

'At Hi' CFU/ml for target organisms and non-targel organisms g.-i In a non-selective rich medium. 1o' CFU/reaclioo for 
molecular methods e.g. PCR. 
•100 serotypea for SaJmone/18 testing. 
'Should be evaluated together In ooe single study; Inclusive and axcluslve samples should be intermingled and blinded 
'All replicates must yield the correct answer · 

2.3.3 Validation Criteria for Quantifiable Methods to Detect 
Conventional Microbial Food-borne Pathogens 

2.3.3.1 Definition _ 
A method that provides an estimate of the amount of analyle present in the 
test sample, expressed as a numerical value in appropriate units, with 
trueness and precision which are flt for the intended purpose. 
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2.3.3.2 Criteria 

Table 4- General Guidelines for the Validation of Quantifiable Detection 
Methods for Microbial Analytes 

Criteria 

Participating Labonlkxy 

# of taiiet oruanlsm Qnclushlity) 

# of non-ta,vel organism 
(exclusiYlty) 

'of......DIies pro,lldlng· 
•--bledata 
#offoods 

# of analyle levelollood mabix' 

Repll.-pe,-foodateach 
le""1tosted 

I Aging oflnoc1.datec1Samples\ prior lo1eating 

~ltlon of oompetllor strain' · 

Reference Method Comparls<>n 
R-uln!ment 

confkmallon 
. 

ofTest Porllons 

Non-Emergency Validation Processes 

Single Laboratory 
Validation study 

OriglnaQng Laboratoo)' 

60 (-60 ......, 
avdable) 

30alralns 

1 

1 ormore• 
410\lels: lowmedlum 

and high lnoculum 
!evels' and one 

unlnoculatejl lovel 

51!11'1catesperlew!i· 
for a total of 20 

Yes' --
In 1 food at +1 

log>analyle at lillh!,st 
anal)'te level 

Yes, ff avaffable 

.·NA-

. 

Independent 
Laboratory 

Validation studt 
CollaboraUng 

laboratory 

NA' 

NA' 

1 . 

1or more~ 
4 levels: Lowmedium 

and t.gh lnoculum 
levols'andcne 

U('jnc,c!lialed level 

5~parlevel 
foratclalof20 

-method. 

Yea' 

ln1foodat+1 
log>anat~ at lillh!,st

8rillljlte level . . 

Yea, ff available 

Nit 

Collaborative 
Validation Study 

Collaborating 
labo!atol1es 

NA' 

NA' 

10 

1 or more• 
�levels: Low medium 

and ~ll'loculum 
-••andone 

\J""-'laledlevel 
Two test portions par 

- for a lolal of8 test
nndlnno 

Yee' 

In Hood at +1 
klg>anatyle at highest 

aha,yle IMT 

Yoo,ttavaH-

Yoo, followthe 
reference method 

'For FDA reguatory use, methods are only valid for foods that have been tested; validation can be ""1ellcled to Cllher foods by further 
"'9fing. See section 5.1 · . · 
'The low level allould be at or near Iha llmlt of detecllon; medium and high leVels should be chosen to span the analytlcal range of the 
alternate method. . . 
"Pe!lod ofaging depends on food being tested. Perishable foodo ahoucl be aged under "'1tigelallon for48 - 72 h. Frozen and lhett 
stable food$ should be aged for a minimum of2 - at -20'C or at rootn temperature, !8Speolivaty. 
•An eppn,priate compilfflor ls one that gives almltar reactions to enrtchment and detection systems. Nalu111I baoi<ground mlaoflora can 
~Ill! tills n,qulrernenl aa tong as ff pmsent In the matrix at a level 1 log gn,ater lhen Iha ta,vet analyte. 

NotAppi~ · 

2.4 Method Validation Operational Aspects 
2.4.1 General Considerations 

• All correspondence e.g. proposals, validation reports etc., with the MMVS will 
be initiated via email using the .following address: 
Microbiology.MVS@fda.hhs.gov. · 

• As defined in the SRSC Document titled "Method Development, Validation and 
Implementation SOP (See APPENDIX 3), all method validation plans must be 

( 
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submitted to and approved by the MMVS prior to initiating any methods 
validation work beyond the single lab validation stage. See APPENDIX 4 for 
proposal formatting. 

• The number of laboratories submitting usable data in all the above tables 
represents the minimum number allowable for a successful validation study. It 
is suggested that 4 additional labs be considered for participation, s.ince a 
variety of unforeseen circumstances can cause data sets to be rejected. 

• The following elements must be addressed in all. proposals for method 
validation studies (in non-emergency use situations). 

o Intended use or applicability statement for the method being validated. 
o Applicability of paired vs. unpaired sampling/testing. 
o Statistical methods must be employed to verify equivalent or statistically­

significant improvement of performance between the new method and the 
reference method (or in some cases, the originally validated method) to 
include but not limited to sample means and the degree of accuracy. The 
MVS biostatistician will provide guidance on applicable statistical tools that 
will be employed on a case-by-case basis (See 2.4.2 Assessment for 
additional details). 

o Use of an appropriate reference method as determined in consultation with 
the MMVS. The reference method shall never be modified; comparison with 
a modified reference method renders the validation study invalid. 

o Where possible, the use of an accredited independent source for sample 
preparation and distribution. 

o Strain selection for inclusivity and exclusivity testing - This facet of the 
validation study it to assess the reliability and specificity of the alternate 
method. 

• Individual laboratories within the FVM research enterprise maintain their 
own inventories of microbial analyte collections. These collections, 
strains and serovars derived from food surveillance programs, food­
borne outbreak investigations, and clinical specimens, are available to all 
Agency scientists. Access is governed by •u.s. Food and Drug 
Administra.tion Foods Program Internal Strain Sharing Standard 
Operating Procedure• 
(http://inside.fda.gov:9003fdownloads/OCIOfficeofFoods/UCM353743.pd 
f). 

• The choice of inclusivity strains should reflect the genetic, serological, 
andlor biochemical diversity of the organisms involved, as well as other 
factors such as virulence, frequency of occurrence and availability.. 
lnclusivity testing Is performed on purified cultures. 

• The choice of exclusivity strains should closely reflect related, potentially 
cross-reactive organisms. Other factors such as virulence, frequency of 
occurrence and availability should be considered. Exclusivity testing is 
performed on purified cultures. 

17 
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• Species/strains specified for use in inclusivity and exclusivity panels 

must be traceable to the source. The source and origin of each 
species/strain should be documented. See Appendix6 for suggested 
inclusive and exclusive microbial analytes. This is not an exhaustive list 
and should serve only as a reference resource and a guide to aid the 
developer. · 

• It is understood that it is not always PQSsible to meet the 
inclusivity/exclusivity requirements listed herein. For example, only 
limited numbers of strains may.be available for emerging pathogens, 
certain viruses or parasites. Under such circumstances, the MMVS or its 

· designee will work in concert with the originating laboratocy to test their 
methods with the maximum number of available strains when the 
developer ls unable to comply with the requirements of this document. 

• Suitability and availability of naturally-contaminated samples in the proposed 
validation study. 

• lnoculum preparation, spiking methodology, and uniformity of contamination (when 
artificil!llly-contaminated samples will be used). 

• Sample preparation, naturally-occurring microflora, and the requirement for 
aerobic plate counts (APC) to verify background microflora. 

• Need for inclusion of competitive microflora. For food matrices that exhibit low 
naturally-occurring mlcroflora backgr:ound (as determined by APC)., validation 

( studies will adhere to AOAC-established parameter i.e.1 log greater than 
microbial analyle being tested. Selection.of competitive mlcrotlora to be used 
will be done in consultatio.n With the MMVS. 

• Selection of spiking levels (when artificially-contaminated samples will be 
used). · 

• Matrix aging to assess method robustness; 
• Microbial analyte stress, cell injury, and matrix-derived inhibition of analyte 

enrichment/growth. 
• Selection of appropriate foods. FOod matrices will be validated individually 

based on the historical outbreak record and epidemiological link between 
matrix, pathogen, and Hlness. Some examples are provided in Appendix 5. 
Extension of a method to include additional food matrices will require additional · 
validation studies. See Sections IV and V. 

• Formation of comPQsited samples. In some Instances, it may be ·necessacy to 
validate composited samples. In the case of Salmonella, an analytical unit is 
25 g and a composite sample Is 375 g. A composite test portion is formed by 
adding fourteen uninoculated 25 g test portions to one inoculated 25 g test 
PQrtion for a total of 375 g. The composite is compared to a 25 g inoculated test 
portion that is analyzed with the reference method. 

• lnocula designed to yield fractional positive results. Samples for both the 
reference method and the test method must achieve 50%±25% positive results 
(See APPENDIX 1 : Glossary of Terms, for a complete description of fractional 
recovery). - · 
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· 2.4.2 Assessment of Validation Results 
• Acceptable false negative and false positive rates will be established in 

consultation with the MMVS. Factors that will influence this decision may 
include but not be limited to the replicate number and intended use 
(emergency, screening, confirmatory). 

• False positive and false negative rates for a collaborative study will be 
evaluated in total (across all labs/data sets). 

• Method equivalence determinations and employing appropriate statistical 
measurements. Statistical algorithms must be ernployed to test for significance 
differences (superiority or equivalence) and for data disqualification (see 
below), the preferred method of statistical analysis is Relative Limit of Detection 
(RLOD). Selection of a statistical approach will be dictated by the type and 
scope of the study and will be determined through consultations between the 
originating lab and the MMVS during the planning phase of any validation 
study. 

• Data sets derived from a validation exercise can be disqualified. Examples 
include but may not be limited to: 

o Negative controls (un-inoculated controls) yield a positive outcome-an 
indicator of lab/operator error. 

( o Deviation from the prescribed method. 
' o Quality control deficiencies e.g. homogeneity and stability. Statistically-

supported outliers (Quantifiable methods). 
o Failure to achieve fractlonal results within specified ranges (across all 

labs/data sets). 

3.0 CRITERIA AND GUIDANCE FOR THE VALIDATION OF FDA­
DEVELOPED MOLECULAR-BASED ASSAYS 

These criteria and guidelines are intended to support method validation efforts for 
developers of molecular-based assays, e.g. PCR to be used to confirm the identity 
or exclusion of isolated colonies. 

This guidance is intended to govern validation studies for either conventional or 
real time PCR assays. If validating a real time assay, the platform and chemistry 
must be specified. It is strongly recommended that a real time assay be validated 
on two to three other platforms I.e. thermal cyclers or workstations. Other 
molecular methods should provide detailed chemistry and platform prerequisites 
and include multiple platforms where possible. 

The criteria necessary to determine four levels of validation for qualitative PCR 
assays tor bacteria are the following: 

3.1 lnclusivity and Exclusivity( 
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The inclusivity and exclusivity requirements described above apply here. The 
amount of template, whether using bacterial cells or purified nucleic acid, should 
be comparable for both inclusivity and exclusivity panels. 

It is expected from the originating laboratory that all primer and/or probe 
· sequences would initially be screened for uniqueness by searching a bacterial 

genornic data.base for homology. It is recommended that a BLAST search be 
performed against the GenBank non-redundant database. 

3.2 Target Gene(s) and Controls (Positive and Negative). 
Molecular-based assays to target gene(s) from a specific microbial analyte, 
whether to a virulence factor or taxonomic identifier (e.g. 16S DNA), must have 
demonstrable specificity (inclusivjty and exclusivity) for that particular pathogen. 
Positive and negative control strains and reactions should be incorporated into the 
assay evaluation. Internal amplification controls for real-time PCR assays al8 
18quired for regulatory food or environmental sample analyses. 

3.3 Comparison to the Reference Method 
The originating laboratory will compare the PCR-based method to bacteriological, 
biochemical, and/or serological reference methods. PCR-based methods may only 
be compared to PCR-based reference identification methods when.bacteriological, 

I 
biochemical, and/or serological reference methods are unavailable. 

'( 

4.0 CRITERIA AND GUIDANCE FOR THE VALIDATION AND 
VERIFICATION OF COMMERCIALLY-AVAILABLE 
MICROBIOLOGICAi.. DIAGNOSTIC KITS AND PLATFORMS . 

4.1 Definitions 
4.1.1 Validation of an Alternative Method 

Demonstration that adequate confidence is provided when the results obtained by 
the alternative method i.e. the commercially-available kit, are comparable to or 
exceed those obtained using the reference method using the statistical criteria 
contained in the approved ·validation protocol. 

4.1.2 Verification 
Method verification is a process by which a laboratory confirms by examination, 
and provides objective evidence, that the particular requirements for specific uses 
are fulfilled. It serves to demonstrate that the method can detect and identify an 
analyte or analytes: 

• The confirmation by examination and the provision of objective evidence 
that specified requirements have been fulfilled. 

• To assess the performance of a method in the user's laboratory against the 
specifications ofthe method established during the validation. 
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• To assess the method performance on items included in the scope of the 

method and tested routinely by the user laboratory. . . 
• To demonstrate that the method functions (without any adaptation) in the 

user's laboratory on matrices not included in the original method validation. 

4.2 Criteria 
4.2.1 Commercially-available Microbiological Diagnostic Kits Whose 

Performance Parameters Have been Fully Validated in a Multi­
laboratory Collaborative Study Monitored and Evaluated by an 
Independent Accrediting Body e.g. AOAC-OMA, AFNOR, etc.. 

Each lab must perform an in-house verification for the "first use• of an alternate 
method in this category. For subsequent use(s) of the method, lab controls will be 
used per lot to re-verify the method. 

4.2.1.1 Verification Requirements {per/ab) 
• Six replicates of the inoculated matrix and six replicates of the un­

inoculated matrix are tested and confirmed by both the alternative and 
the reference method. 

• If no false positive or false negative results are obtained, then the new 
matrix is verified. · , 

( • Each commodity to be tested should be spiked with a level close to the 
detection limit, usually <30 cfu of analyte per 25 g food sample or any 
other specified test portion to determine if there is any interference from 
the matrix. 

• If unacceptable false positive or false negative results are observed (as 
defined for the intended use of the method), then the study must be 
expanded to a full SLV (Table1) to define the operating characteristics of 
the method with the new matrix. Consult Section V: Food Matrix 
Extension for more detailed information. 

NOTE: The verification criteria described above apply only for foods 
which were part of the collaborative study by an independent accrediting 
body. The use of such kits for food matrices that were not included in the 
original collaborative study must be preceded by a food matrix extension 
study. (See Section 5: Food Matrix Extension) 

4.2.2 Commercially-available Microbiological Diagnostic Kits Whose 
Performance Parameters are Supported by Data Obtained 
Through an Independent Laboratory Validation Protocol and 
Evaluated by an Independent Accrediting Body e.g. AOAC-RI. 
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All methods fitting into this description must be validated according to the criteria 
defined for Agency-developed (FDA) microbiology methods (See Section 2). 

5.0 · METHOD MODIFICATION AND METHOD EXTENSION CRITERIA 
FOR EXISTING VALIDATED MICROBIOLOGY METHODS 
Modifications to an existing validated method may be made for any. number of 
reasons and may or may not affect the established validated performance 
parameters of the original method. There is no •one size fits all' rule or set of rules 
to govem how a modification will be addressed. 

Some modifications (e.g. ease-of-use capabilities, availabHlty/substitution of 
rea9.enls or instrumentation, sample handling/sample processing adaptations, etc.) 
may only necessitate verification against the original method according to criteria 
detailed in Section 4.2.1.1., whereas other modifications may require significant 
validation data to support their use. It is recommended that statistical analyses be 
performed on the verified performance specifications to support implementation of 
the modification. These include: · 

• The t test for significance of difference between the two sample means to 
determine degree of accuracy. The t Stat value must be less than or equal 
to the t critical value. · 

• The F test for significance of difference between the two sample variances
( to determine degree of precision. The F value must be less than or equal to 

the F critical value. 

More extensive modifications that may influence method sensitivity, specificity, 
precision and accuracy (quantiflable methods), e.g. changes In sample preparation 
procedures, time/temperature requirements for non-selective and selective 
enrichment media; or, altering chemistry parameters for molecular methods for 

. example may require either limited (SLVor Independent Laboratory Validation 
. Study) or a Collaborative Validation Study as described in Table 1. 

Any decision on how such modifications are viewE!d and the approach to be taken 
will reside with the MMVS. 

Specific criteria for matrix and platform extension to existing methods are 
described in greater detail in Sections 5.1 and 5.2 

5.1 Matrix Extension 
FDA ORA microbiology labs analyze a huge variety of food matrices. Even so, 
methods used in FDA field laboratories for regulatory purposes must be evaluated 
for each food. 

.Very often however, validation studies can neither address all the varied matrices 
nor fully anticipate what matrix or matrices will be involved in emergency situations 

( 
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or outbreak investigations - two scenarios where samples must be analyzed 
immediately. 

Though it is generally assumed that the more closely related a new food matrix is 
to a previously-validated matrix for the detection of a defined analyte, the greater 
the probability that the method will perform similarly with the new matrix, the 
method must nonetheless be verified for all new matrices. This is to ensure that the 
new matrix will neither produce high false positive (matrix is free from cross 
reactive substances) nor high false negative rates (matrix is free of inhibitory 
substances). 

As described below, either a verification process or additional validation studies will 
be required before any given validated method can be used to test a food (or 
foods) not included in the original method validation. Close consultation between 
method developers, laboratory managers, QMS managers and the MVS will aid in 
determining which approach is more applicable for any given situation. 

NOTE: Criteria described in sections 5.1.1 and 5.1.2 only apply to situations in 
which no additional modifications to the method have been made. In those cases 
where food matrix extension is accompanied by additional modifications to the 
method, an SLV or Independent Laboratory Validation as described in Table 1 may 
be required. This decision will be at the discretion of the MMVS. 

I 

\ 
5.1.1 Matrix Extension Guidance for New Foods From the Same 

Category Used for the Original or Subsequent Validation Studies 

In instances where a method will be used to test a food (or foods) from the same 
category of food (See APPENDIX 5) included in the original validation study, ORA 
laboratories will analyze the matrix in question concurrently With a matrix spike. 
The matrix spike will consist of a 25 gram sample of the product spiked with an 
inoculum of 30 cells or less of the target analyte. Negative spike results invalidate 
the analysis and the sample must be analyzed using the conventional culture 
procedure. 

ORA labs may continue to perform individual sample matrix spikes for matrices 
that have not been fully validated for the method. Matrix spike results will be 
entered into Field Accomplishment Computerized Tracking System (FACTS) and 
data will be evaluated.and classified according specific food, and matrix spike 
results. When a specific food has yielded at least seven positive and no negative 
results using matrix spikes; or, a >95% confidence level (19 of 20 positives), the 
method will be considered verified for that food product. The method can then be 
used for that food without further positive spike controls. 

23 



( ( 

· Guidelines for the Validation. of Analytical Methods for the Detection of 
Microbial Pathogens in Foods and Feeds, 2"d Ed. 

( 
The ORA Office of Regulatory Science will maintain and update lists detailing the 
expansion of food matrices for methods used by ORA laboratories; these lists will 
be posted on the ORA Off,ce of Regulatory Science website. 

5.1.2 Matrix Extension Guidance for New Foods From a Different 
Category Than That Used for the Original Method Validation 
Study 
In instana;1s where a method will be used lo test a food (or foods) for which it has 
not previously been validated .amt the food (or foods) is not within the same 
categoiy of food (See APPENDIX 5) included in the original validation study, then 
ari independent validation study will be required as described in Table 1. · 

5.2 · -Platform Extei,sion 
Platform extension refers to the proposed use of a new, similarly functioning 
instrument into approved method that !1il!'!H§. from the one used in the original 
validation study. Such platform differences may include (but not be limited to) 
being of similar function and capacity but from a different manufacturer; from the 
same manufacturer but with significantly different performance parameters (i.e. 
capatjty, capabilities); or, represent the next generation for that type of 
instrumentation to include·newer technology and/or reagent reformulations. 

(
' The use of specialized instn.imentation (and in many cases their accompanying . 

proprietary reagents) dictate the performance standards of validated analytical 
methods. Therefore, it cannot be assumed thatthe impact on the method's 
performance from any interchangeability ofinsfrumenlation wifl be negligible. 
Performance comparability must be assessed. 

In general, platform extension validation must be done by comparing the proposed 
new platform to the previously validated platform. The scope of the validation study 
may vary from case to case and wilt be dependent on such factors as reformulation 
of buffers, primers, probes, alternative proprietary chemistries, threshold of 
detection sensitivity, etc. Each case will be judged independently through 
examination of publicly accessible data, input from SMEs, the method developer, 
and the MMVS. . 

In planning platform extension validation, the method developer and the MMVS, 
must determine what aspect of the technology will be compared in order to 

•determine how the study should proceed. In some instances a platform extension 
· study may require only a simple verification process. Other instances, however, 

may necessitate an SLV or Independent Validation Study as described in Table 1. 

( 

24 



Guidelines for the Validation of Analytical Methods for the Detection of 
· Microbial Pathogens in Foods and Feeds, 2nd Ed, 

( 
APPENDIX 1 

Glossary of Terms 

Action level: Level of concern for an analyte that must be reliably detected, identified or 
quantified in a sample. 

Accuracy: A measure of the degree of conformity of a value generated by a specific 
procedure to the assumed or accepted true value, and includes precision and bias. 

Alte~ate method: The newly developed or modified method that is to be evaluated 
against the performance of a recognized reference method by a defined validation 
process. 

Analytical batch: An analytical batch consists of samples which are analyzed together 
with the same method sequence and same lots of reagents and with the manipulations 
common to each sample within the same time period or in continuous sequential time 
periods. A set of measurements or test results taken under conditions that do not vary 
within a 24 hour time period. 

Analyte: Component measured by the method of analysis. In the case of microbiological 
methods, it is the microorganism or associated by-products (e.g., enzymes or toxins). 

{ 
Applicability: The analytical purpose for which a method has been validated. 

Bias: The difference between the expectation of the test results and an accepted 
reference value. 

NOTE: Bias is the total systematic error as contrasted to random error. 
There may be one or more systematic error components contributing to the 
bias. A larger systematic error difference from the accepted reference value 
is reflected by a larger bias value. 

Callbratlon: The set of operations which establish, under specific conditions, the 
relationship between values of quantities by a measuring instrument or measuring 
system, or values represented by a material measure or a reference material, and the 
corresponding values realized by standards. 

Certified Reference Material (CRM): Reference material, accompanied by a certificate, 
one or more of whose property values are certified by a procedure which establishes 
metrological traceability to an accurate realization of the unit in which the property values 
are expressed, and for which each certified value is accompanied by an uncertainty at a 
stated level of confidence (slightly modified from VIM04) 

NOTE: The term "Standard Reference Material" (SRM) is the name of a 
certified reference material (CRM), which is the trademark name of a 
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certified reference material that has been certified and is distributed by the 
National Institute of standards and Technology (NIST). 

CollaboratiVe study: A Collaborative study is an inter-laboratory study in which each 
. laboratory uses the defined method of analysis to analyze identical portions of 
homogeneous materials to assess the perfonnance characteristics obtained for that 
method of analysis .. It is designed to measure inter-laboratory reproduclbility, i;o that it 
can be detennined if the method can be successfully perfonned by laboratories other than 

· the originating laboratory. For methods having more than one sample preparation or 
enrichment scheme., ii is necessary to test one matrix per sample preparation or 
enrichment scheme. 

Detection limit: A detection limit is the lowest amount of analyte in a sample which can 
be detected but, not necessarily quantified, as an exact value. It is often called the limit of 
detection (LOO), which is the lowest concentration level .that can be detennined as 
statistically different from a blank at a specified level of confidence. Itis determined from 
the analysis of sample blanks and samples at levels near the expected LOO (see ISO 
11843, CLSI EP17). 

. Exclusivity: Specificity; the ability of the method to distinguish the target from similar but 
genetically distinct non-target. It is the lack of interference in the alternative n:iethod from 
a relevant range of non-target strains, which are.potentially Cl'Qss-reactive. · 

Food category: A group <>f s~related foods. Appendix .2 lists .nine recommended 
food categones: meat products, .poultry, fish and seafood products, fruit• and vegetable• 
based products, dairy products, chocolate/bakery products, animal feeds, pasta, and 
miscellaneous. 

Food matrix: Components that comprise the food sample. 

Food product: Any substance usually composed primarily of carbohydrates, fats, water 
and/or proteins !hat can be eaten or drunk by an animal or human for nutrition or 

· pleasure. See APPENDIX 5 for examples of representative food products. 

Food type: An item that is processed, partially processed or unprocessed for 
consumption. APPENDIX 5 lists various types such as raw, heat processed, frozen, 
fermented, cured, smoked, dry, low moisture, etc. 

Fractional recovery: Validation criterion that is satisfied when a common set of samples 
(e.g., inoculation level), yields a partial number of positive determinations and a partial 
number of negative determinations within a replicate set of samples. The proportion of 
positive samples should approximate 50% (±25%) of the total number of replicates in the 
set. A set of replicate analyses are those replicates analyzed by on method {either 

( reference or a,lternate). In the context of the entire data set, values outside the prescribed 
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fractional range (50%±25%) may be considered. For example, for studies where a larger 
number of test portions were analyzed, (i.e., 60), a larger fractional range may be 
acceptable. Other parameters may be considered on an individual basis. 

lnclusivity: Sensitivity; the ability of the method to detect a wide range of targets by a 
defined relatedness e.g. taxonomic, immunological, genetic composition., 

Incurred samples: Naturally-contaminated test samples. 

Laboratory: An entity that performs tests and/or caNbrations. When a laboratory is part 
of an organization that carries out activities additional to sample preparation, testing and 
calibration, the term laboratory refers only to those parts of that organization that are 
involved in the sample preparation, testing and calibration process. A laboratory's 
activities may be carried out at a permanent, temporary, or remote location .. 

limit of Quantification (LOQ): Lowest amount or concentration of analyte that can be 
quantitatively determined with an acceptable level of uncertainty, also referred to as the 
limit of determination. 

Linearity: Defines the ability of the method to obtain test results proportional to the 
concentration. 

( Matrix blank: A quality control sample of a specified amount of matrix that. does not 
contain the analyte of interest. 

Matrix spike: An aliquot of a sample prepared by adding a known quantity of target 
analytes to a specified amount of matrix and subjected to the entire analytical procedure 

' to establish if the method or procedure Is appropriate for the analysis of a specific analyte 
in a particular matrix. 

Method blank: Quality control ·sample that does not contain the analytes of interest but 
is subjected to all sample processing operations Including all reagents used to analyze 
the test samples. 

Method Detection Limit (MDL; also known as LOO): Lowest amount or concentration 
of analyte that a specific method can statistically differentiate from analyte-free sample 
matrix. This is dependent on sensitivity, instrumental noise, blank variability, sample 
matrix variability, and dilution factor. 

Minimum Detectable Concentration (MDC): An estimate of the minimum true 
concentration of analyte that must be present In a sample to ensure a specified high 
probability (usually >95%) that the measured response will exceed the detection 
threshold (i.e., critical value), leading one to conclude correctly that the analyte is present. 
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Minimum Quantifiable Concentration {MQC): The smallest concentration of analyte 
Whose presence in a laboratory sample ensures the relative standard deviation of the 
measurement does not exceed a specified value, usually 10 percent. · 

Precision: Degree of agreement of measurements under specified conditions. The 
precision is described by statistical methods such as a standard deviation or confidence 
limit. See also Random Error. Repeatability expresses the precision under the same 
operating conditions over a short period oftime. Intermediate precision expresses within­
laboratory variations, such as different days, different analysts, and different equipment. 
Reproducibility expresses the precision between laboratories. 

Qualitative method: A method that identifies ar:ialyte(s) based on chemical, biological, 
or physical properties; method of.analysis whose response is either the presence or 
absence of the analyte detected either directly or indirectly in a certain amount of sample. 
Most qualitative methods are or can be made at least "semi-quantitative• to provide rough 
estimates of the amount of analyte present. 

Quantifiable method: A method that provides an estimate of the amount of analyte 
present in the test sample, expressed as a numerical value in appropriate units, with 
trueness and precision which are flt for the purpose. 

Random error: The irreproducibility in making replicate measurements resulting from 
random changes in experimental conditions that affects the,precision of a result. The( 

\ distribution of random errors usually follows a Gaussian bell-shaped curve. See also 
Precision. · 

Range: The interval ofconcentration over which the method provides suitable precision 
and accuracy. 

· Recovery: Proportion of incurred or added analyte Which is extracted and measured 
from the analytical portion of the test sample. 

Reference material: A material or substance, one or more of whose property values are 
sufficiently homogenous and well established to· be used for the cafibration of an 
apparatus, the assessment of a measurement method, or for assigning values.to 
materials. · · 

Reference standard: A standard, generally having the highest metrological quality 
available at a given location in a given organization, from which measurements are made 
or derived. Note: Generally, this refers to recognized national or international traceable 
standards provided by a standards producing body such as the NatlonaHnstitute of 
Standards and Technology (NIST). 

Relative Limit of Detection: The limit of detection of the altemate method divided by the 
limit of detection of the reference method. 

28 

http:values.to


( 
' 

,' 

Guidelines for the Validation of Analytical Methods for the Detection of . 
Microbial Pathogens in Foods and Feeds, 2nd Ed. . 

Repeatability: The closeness of the agreement between the results of successive 
measurements of the same measurand carried out under the same conditions of 
measurement. 

Ruggedness or robustness: The ability of a method to resist changes in test results 
when subjected to minor deviations in experimental conditions of the procedure. 
Ruggedness testing examines the behavior of an analytical process when subtle small 
changes in the environment and/or operating conditions are made, akin to those likely to 
arise in different test environments. 

Screening method: A method intended to detect the presence of an analyte in a sample 
at or above some specified concentration (target level). 

Specificity: The capability of a method to discriminate between the analyte of interest 
and other components of the sample including matrix components. 

Sensitivity: The lowest concentration that can be distinguished from background noise or 
the smallest amount of a substance or organism that can accurately be measured by a 
method or test system is the analytical sensitivity. However, sensitivity is commonly 
defined as the slope of the calibration curve at a level near the LOO. 

Source : The origin of a test sample. A sample matrix may have variability due to its 
source. For example, a water:sample may have variable characteristics, and therefore, 
may show method results variability, depending on whether the sample source is drinking 
water, ground water, surface water, or waste water. 

• Different food sources are defined as different commercial brands. Different 
water sources could be from different areas of a reservoir. Different plant or soil 
sources could be samples from the different areas of a plot or field. Different 
sediment sources could be samples from different areas of a water body. 

NOTE: The number of sources for a food method validation study may be 
determined by the number and selection of matrices analyzed in the method 
validatiQn study. For example, if a variety of food matrices with differing physical 
and chemicaJ·properties are selected, the number of sources for each food sample 
matrix may be one or more. For a method validation study analyzing one food 
matrix, 3-5 sources of the food matrix are recommended. 

Specificity: Analytical specificity is the ability of a method to measure one particular 
analyte in the presence of components which may be expected to be present. 

Standard Reference Material (SRM): A certified reference material issued by the 
National Institutes of Standards and TechnolQgy (NIST) in the United Slates. An SRM is 
certified by NIST for specific chemical or physical properties and is Issued with a . 
certificate that reports the results of the characterization and indicates the intended use of 
the material (www.nist.gov/SRM). 
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Strain: A group of microorganisms of the same species having distinctive hereditary 
characteristics not typical ofthe entire species; a subset of a bacterial species differing 
from other bacteria of the same species by minor but identifiable differences 

Systematic error: A form of measurement error, where error is .constant across trials. 
This may also be referred to as Bias. 

Target level: The level at which an analyte can be reliably identified or quantified in a 
sample. 

Trueness: The degree of agreement of the expected value from a measurement with the 
true value or accepted reference value..This Is related to systematic error (bias). 

Uncertainty: The parameter associated with the result of a measurement that 
characterizes the dispersion of the values that could reasonably be attributed to the 
measurand. (VIM, 1993) · · 

Validation, method: The confirmation by examination and the provision of objective 
evidence that the particular requirements for the specific use of a method are fulfilled. 

Validation of an alternative method: Demonstration that adequate confidence is 
' provided when the results obtained by the alternative method are comparable to those
' obtained using the reference method using the statistical criteria contained in the 

approved validation protocol. 

Verification: The confirmation by examination and provision of the objective evidence 
that specified requirements for the performance of a method have been fulfilled by an 
individual laboratory. Also, the means used to demonstrate that the. method functions 
(without any adaptation) in the user's laboratory on matrices not included in the original 
method validation. 

( 
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APPENDIX2 
SRSC Method Validation Subcommittee Charter 

SRSCMelhod 
Validation Suboommlt 

( 
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APPENDIX3 
Method Development, Validation and Implementation SOP 

tWi,S\ 
~ 
Methods 

, lleYelopnent-V.lldalio 

( 

( 
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APPENDIX4 

FVM Microbiology Method Validation Study Application 

~ 
FVMMlaoMethod 

Validation Study Appl! 

( 
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APPENDIXS 

Examples of Food Types and Associated Microbiological Contaminants 

Table 1-Food Categories Relevant to Foodborne Pathogenic Bacteria 
(AOAC Classification ofFood Categories, Felds/ne el al., (2002) JAOACI 85(5) 1197 - 1198) 

. 

Food type Yersinia Clostrldlum 
peJfringens 

Listeria 
mono 

E. 
coli -
0157 

Staph 
aureus 

Campy Salmonella B. 
cereus 

Meats 
raw X X X X X X 

heal crocessed - X X X X 
frozen. - X X X 

fermented X X X -

cured X X X X 

other dishes I al'aw cate 
Poultrv 
raw X X X 

heat """""'ssed X 

frozen X 

other dishes I araw 
Seafood . 

raw X X X X X 

heat nrocessed X 

frozen X X X 

shellfish X X X X 

smoked X X X X . 

other · X 

Fruits &Veaetables 
unpasteurized 
iulce -

X X 

raw X X X X X 

heat orocessed X 

frozen X - X 

drv X 

it.lioe/concentrate . X X 

low moist X 

nutmeats X X X 

others . 

Dairy 
raw X X X X X X X 

heat crocessed X X 

frozen X X X X X 
Fermented? X X X X 

dry X X X 
. icecream X X 

( l 

-

( 
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cheese IX. . X X 

Chocolate I baken. 
low moist X 

drv oowder X 

milk chocolate X 

other oastrv custard 
Animal feed . 

low moist I X 

""'!food X 

Pasta 
uncooked I I X 

Misc 
dressinas X X X 

soices X x. 
mavonnaise X X X X 

flour X X X 

eoo I derivatives X X 

cereal/rice X 

( 

l 
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Table 2 - AOAC Food Catenorles Relevant to Non- enic Microomanisms 
Product Yeut& 

Mold 
lactics Total Viable Colifonn 

·. 
e.coli 

Meat 
raw X X X X X 
heat -ssed X X X 
frozen X X X X 
Fermented X X X 
cured . X X 
Poumv 
raw X X X X X 
heat orocessed X X X 
frozen X X X X 

other X 
.Seafood 

raw X X x· X X 
heat orocessed X X X 
frozen X X X X 
slllOked X X X X 
Fruits &Veaerables 
raw X .x X X X 

heat orocessed X X 
frozen X X X . 

.drv X X X · .. 

fermented X X 
cured/salted X· X 
iuice/concentrate X X 

. 

X --- . - -- - . -

lowrriolst X X 
Dairy 
raw X X X X X 
heat Dl'ocessed . 

. X X 
frozen X X ·x X 
Fermented X X 
dn1 X X 
Choc:/bakew 
low moist / IMF X ' X X 
drv . 

.X X . 

milk chocolete X J( X 
Animal feed . 

low moist X X X 
divoet X X X X 

.Pasta • . 

uncooked X X X 
Misc 
dressinas X X X X X 

solces X X 
mavonnalse X J( X X 
eoa I derivatives x· X 

. 
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I· cereal / rice Ix IX 
Representative Food Products in Categories 

Meats: 
Ground beef, ground pork, meat by-products, glandular products, frog legs, rabbit carcasses, 
lamb, sausage, frankfurters, lunch meat, beef jerky, meat substitutes 

Poultry: 
Ground chicken, ground turkey, cooked chicken, raw chicken parts 

Seafood: 
Raw shrimp, fish sticks, stlrimi, raw fish file!, raw oysters, raw mussels, raw clams, cooked 
crawfish, smoked fish, pasteurized crabmeat 

Fruits &Vegetables: 
Fresh / frozen fruits or dried fruits, orange juice, apple juice, apple cider, tomato Juice, melon 
cubes, berries 
Pecans, walnuts, peanut butter, coconut, almonds 
Lettuce, spinach, kale, collard greens, cabbage, bean sprouts, seed sprouts, spent water from 
sprouts, peas, mushroom, green beans 

Dairy: 
Yogurt, cottage cheese, hard and soft cheeses, raw or pasteurized liquid mffk (skim, 2% fat, 
whole, buttermilk), infant formula, coffee creamer, ice cream, nonfat dry milk/ dry whole milk, 
dried buttermilk, dried cheese spray 

Chocolate I bakery: 
Frosting and topping mixes, candy and candy coating, milk chocolate 

Animal feed: 
Dry pet food, meat and bone meal, chicken and feather meal 

Uncooked Pasta: 
Uncooked noodles, macaroni, spaghetti 

Miscellaneous: 
Shell eggs, liquid whole eggs, oral or tube feedings containing egg, dried whole egg or dried egg 
yolk, dried egg whites 
Oregano, pepper, paprika, black pepper, white pepper, celery seed or flakes, chili powder, cumin, 
parsley flakes, rosemary, sesame seed, thyme, vegetable flakes, onion flakes, onion powder, 
garlic flakes, allspice 
Wheat flour, casein, cake mixes, whey, nonfat dry milk/dry whole milk, com meal, dried whole egg 
or dried egg yolk, dried egg whites, soy flour, dried yeast, cereals, dried buttermilk, dry cheese 
spray 
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APPENDIX& 
Strains and Serovars for lnclusivity and Exclusivity Panels 

(abridged) . 

• This appendix Is meant to serve as a guide or starting point for the method developer as 
they construct exclusive and inclusive panels for method validation and is not intended to 
be exhaustive. 

• Access to microbial analyte strain and serovar and collections within the FVM research 
enterprise is governed by "U.S. Food and Orug Administration Foods Pr<>gram Internal 
strain Sharing $fandard Operating Procedure• 

Serotype Genotype 
ml st112 uidA-0157:H7/H· 

EHEC O157:H7 + + + 
O157:H7 + + 
O1S7:H7 + + 
O157:H7 + 
O157:H- + + + 
O157:H- + + 

STEC O68:H- + + 
048: 

I 
\. 

O45:H2 
O137:H41 
O111:H-
O22:HS 
O1S:H27 
04:H-
O26:Hll + 
O26:H-
O4S:H2 
085:H-
O103:H2 
O103:H6 
O111:HU 
O125:H- · 
O126:H27 
O146:H21 
E coli stxl Insert 
O14:H19 ' + 
O28:H35 
048:H21 
OSS:H7 
O104:H21 
O121:H19 
O165:HZS 
E. coli stx2 Insert 

Non-taxlgenlc E. coll Non-0157:H7 
OS5:H7 

( . O157:H16 
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0157:H45 I. E. 

coli 0157:HT 

( 
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Serotype Genotype 
sbrl stJrZ uldA-01S7:H7/H-. 

Shfgella dysenterlae + 
Hafnla alvel 
Morganella morganii 

Citrobaclerfruendli 
Lecterda adet:arboxyfata 
Hafnla alvel 
Sh/gel/a sonnef 
Sh/gel/a boydii 
Sh/gellojlexnerl 
Qtrobacterfruendli 
Sofmone//o Grp. 30 
Salmonella l'1116ing Grp.P 
Kiebsiella pneumoniae 
Listeria mom,cytogenes 
Listeria innocuo 
Listeria Ivanov// 
Listeria seel/gerl 
Listeria welsh/mer/ 
Vibrio choleroe 01 Inaba 
Vibrio parohoemo/ytkus 04 
Vibrla vuln(flcus 

( S/aphy/OCOCCUB aureu• . 
\ Rhodocoecu., equ; 

Lactoboc/1/us sp. 
Loctobacillus Sfl. 
&#mon#llatyph/111Urium 
streptococcuspyogenes 
Algal/genesfaecolls 
Salmonella choleroesu/s 
Yers/nla entercolitlco 
Yersin/a entercol/1/ca 
&Jerobactercloacae 
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II. Salmonella (inclusivlty) 

Note: (Derived from the Defense Science Office (DSO) of the Defense Advance Research 
Projects Agency (DARPA) Systems and Assays for Food Examination (SAFE) Program. 

Ila. Salmonella: Subspecies Set 
SAFE 

Designation 
Original 

Designation Serotype Subsp. 

1 02-0061 Newport I 
2 02-0062 Enterltidls I 
3 02-0105 Heidelberg I 
4 02-0115 Typhimurium 
5 2433 Typhi 
6 CNM-1029/02 4,5,12:b:-
7 CNM-3578/03 Hadar 
8 CNM-3663/03 Virchow 
9 CNM-3685/03 Brandenburg 
10 00-0163 II 58:l,z13,z28:z6 
11 00-0324 II 47:d:z39 
12 01-0227 II 48:d:z6 
13 01-0249 II 50:b:z6 
14 CNM-169 . II 53:lz28:z39 II 
15 CNM-176 II 39:lz28:enx II 

( 

\ 
16 
17 

CNM-4290/02 
CNM-466/03 

II 13,22:z29:enx 
114,12:b:-

II 
II 

18 CNM-5936/02 II 18:z4,z23:• II 
19 01-0089 Illa 41:z4,z23:- Illa 

20 01-0204 Illa 40:z4,z23:- Illa 
. 21 01-0324 ma 48:g,z51 :- Illa 

22 02-0111 llla21:g,z51:- Illa 
23 CNM-247 Illa 51:92:?1:- Illa 
24 CNM-259 Illa 62:g,z51:- Illa 
25 CNM-3527/02 Illa 4B:z4,z23,z32:- Illa 
26 CNM-7302/02 Illa 48:z4,z23:- Illa 
27 01-0170 lllb 60:r:e,n,x,z15 lllb 
28 01-0221 lllb 48:i:z lllb 
29 01-0248 lllb 61 :k:1,5,(7) lllb 
30 02-0188 lllb 61:1,v:1,5,7 lllb 
31 CNM-3511/02 lllb 48: z10: e,n,x,z15 lllb 
32 CNM-4190/02 lllb 38:z10:z53 lllb 
33 CNM-750/02 lllb 60:r:z lllb 
34 CNM-834/02 lllb 50:i:z lllb 
35 01-0133 IV 50:g,z51:- IV 
36 01-0147 IV 48:g,z51 :- IV 
37 01-0149 IV 44:z4,z23:- IV 
38 01-0276 IV 45:g,z51 :- IV 
39 01-0551 IV 16:z4,z32:- IV 
40 CNM-1904/03 IV 11 :z4,z23:- IV 
41 CNM-4708/03 IV 6,7:z36:- IV 

( 
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.42 ST-16 
43 ST-21 
44 ST-22 
45 94-0708 
46 95-0123 
47 96-0233 
48 CNM-256 
49 CNM-262 
50 95-0321 
51 1121 
52 1415 
53 1937 
54 2229 
55 811 

llb. Salmonella: Outbreak Cluster Set 
SAFE 

Designation 

56 
57 
58 
59. 

( 
\ 60 

61 
62 
63 
64 
65 
66 
67 
68 
69 
70 
71 
72 
73 
74 
75 
76 
77 
78 
79 
80 
81 

( 

Original 
Designation 

AM04695 
K0507 
H8289 
H8290 
H8292 
H8293 
H8294 

200!1K0191 
2009K0208 
2009K0224 
2009K0226 
2009K0230 
2009K0234 
2009K0350 
AM03380 
AM01797 
AM03759 

CciC_07-0708 
CDC_OS-0061 
CDC_08-0134 
CDC_07-835 
CDC_07-934 
CDC_07-922 

CDC_07ST000857 
CDC_OB-0253 
CDC_OB-0254 

IV 16:z4,z32:­
IV 40:g,z51:­
IV 40:z4,z24:-

V 48:i:­
V40:z35:­
V44:z39:­
V60:z41:­
V66:z41:• 
V48:z35:-

Vl 8,14,25:z10:1,(2),7 
VI 11:b:1,7 

VI 6,7:z41:1,7 
· VI 11:a:1,5 

VI 6,14,25:a:e,n,x 

Serotype 

Typhimurium / DT' 04b 
Typhimurium 
Typhimurium 
Typhlmurium 
Typhimurium 
Typhimurlum 
Typhlmurium 
TyphlmurJum 
Typhlmurium 
Typhlmurium 
Typhill'\urium 
Typhimurium 
Typhimurium. 
Typhimurium 

Typhlmurium / DT 104 
Typhimurium / DT 104 
Typhlmurium / OT 104 

I 4,[5),12:i:-
14,[5],12:i:-
14,(5], 12:i:­
I 4,(5], 12:t-
14,[5), 12:i:-
14,[5], 12:i:­
Enteritidis 
Enlerilidis 
Enteritidis' 

IV 
VII 
VII 

S.bongori 
S.bongori 
S.bongori 
S. bongori 
S.bongort 
S. bongori 

VI 
VI 
VI 
VI 
VI 

42 



Guidelines for the Validation of Analytical Methods for the Detection of 
Microbial Pathogens in Foods and Feeds, 2nd Ed. 

( 
lie. Salmonella: Food Set 

SAFE Orlglnal Serotype 
Designation Designation 

82 2105 H Saphra 
83 1465 H Rubislaw 
84 2069H Michigan 
85 2308H Urbana 
86 885H Vietnam 
87 3030H Tornow 
88 768H Gera 
89 1941 H Frasno 
90 3029H Brisbane 
91 4000H Agona 
92 1501 H Muenchen 
93 1097H Senftenb6rg 
94 1250 H Muenster 
95 1H Montevideo 
96 1070 H Johannesburg 
97 2080H Jav/ena 
98 3170 H Inverness 
99 1061 H Cubana 
100 1158H Cerro 
101 1988H Alachua 

, 
\ ' 

( 
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Ill. Usteria spp. 

Organism Isolate# Isolate lnfonnatlon Serology 
Food..,_ 

L. monocytogenos 15b42 CUCll1lber 4 
3365 m- 4b6 

3312 cheese 1a1 _ 

15h27 radish 1 

2386 coleslaw 1 
2478 raw milk 1 
3313 shrfmp 1a1 
3326 roast beet 1a1 

3358 milk product - 182 
3363 ccok.,,-crab 1a2 
3756 beet & gravy Rh- 1 

161>72 applejulce 1 
151>85 C/llllm th. & veg 

15c14 - avocado pulp-- 1 
15c22 1 
16890 tull<eyham 3/.> 
2450 veg. mix 1 
2475 

2�82 

colc!CU!S811(1, 

ioeoream - 1 

( 3291 
3318 

popslcle 
lobster 

1a1 

182 
3321 rawstirtmp 4b6 

3332 mex-el)'lechees& 4b6 

a:359 SIM'iml acalops 181 

3362 Pollack 1a1 

3558 cheese 4b 

3644 red bean Ice bar �b6 
31162 cheese 4b6 
161>70 cheddar- 4 

L-ylogeM• 2368 Patient!...._ 
2370 

11i1JS5 1 
11i1>66 1 
3555 4 
3664 _ 1a1 

3666 �b6 
3668 4b6 

.15882 � 
- 161>58 4 

151>81 

161>82 4 

L !llOIIOCJ,1ogens 3315 EnYiromlenlal lsolatee (swabl 1a1 

3286 182 _ 

( 
----

3308 182 
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3360 1a1 

L monocytogenes KC 1710 other Isolates 447,9 

ATCC 19114 4a 

V-7 . 1a1 

ATCC 15313 i 
Scott A <4b6 

ATCC 19116 4c 

ATCC 19115 

Organism Isolate# Organism Isolate# 

L lnnocua 3107 L. welshlmerl 2230 

3124 2231 

3516 3426 

3654 3441 

3758 3659 

6273 15b05 

3181 15b05 

3270 15b16 

3390 151>46 

3392 151>48 

3552 15b50 

3757 Halnlaalvel 6410 

16893 E.coli 6386 
I 
\ 15894 M_,,.ua mo,ganll 13b67 

15895 Shlgela dyseoferiae 13c94 

15b30 ' CNrobacter fleundll 13d26 

15b31 E. coll 13d64 

15b51 Leclen:la ~la 13<165 

1,5892 Halnlaalvel 13d66 

ATCC33090 Shigellasonne! 13g01 

L lvanovfl 2244 Shlgella bo)'dH 13g18 

3106 Slllgella ffe><neri 13g19 

3417 Cltrobacler lreundll 6261 

6274 Salmonella Grp. 30 6269 

L. lvaoovll 15896 6alrnonella lanslng Grp. P 6270 

15897 Klebslella pnoumoria 6271 

15a98 Vlbriocholerae. 6277 

15b24 Vibrio parahaemolytlcus 6278 

ATCC 19119 Vibrio vulnHIOUS 6279 

L. seeligeri 2232 staphyfococaJs aureus ATCC25923 

. 2233 Rhodococcus equl 6281 

2243 Lactobadllus sp. 6282 

2302 Laclobadllus sp. 6286 

3110 Salmonela typhlmUrium 6290 

3126 
3389 

stl8ptocoocus -
Alcallgenes faecalls 

ATCC 19615 
ATCC8750 

3423 Salmonella choleraesula i>.TCC6539 

3439 Yerslnla entercolltlca 1269 

( 
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· L seellgen (oonlllll/ed) 3451 Yeralnla enleroollllc:.a 1270 

3517 E. coll 13880 

3631 Enletebactercloacae 18g53 
3666 

6275 
15b07 
16b08 

15b09 
15h26 
151>28 
15b49 

I 
\ 

.( 
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IV. Shigel/a 

Inclusive Panel 
Genus 
Escherichia 
Shlgella 
Shigalla 

Shigalla 

{ 

ShlgeHa 

Shigella 
Shigella 

( 

(Groun1 
Escherichia coll, Enterolnvasive 
Provisional 
bodyii (C) 

dysenterlae (A) 

flexnerl (B) 

flexnerl, provisional (B) 
sonnei/D\ 

. 

Serorv"" 

Unknown 
1 
2 
3 
4 
5 
6 
7 
8 
9 
10 
11 
12 
13 
14 
15 
16 
17 
18 
1 
2 
3 
4 
5 
6 
7 
8 
9 
10 
11 
12 
13 
14 
15 
1 
1a 
1b 
2 
2a 
2b 
3 
3a 
3c 
4 
48 
5 
5a 
5b 
6 
Unknown 
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IV. Shigella (continued) 

Bacteria strain Strain no. Source• 
Acinelobacterbaumannll 19606 ATCC 
Aeromonas caviae 15468 ATCC 
Aaromonas hydrophi/a 7966 ATCC 
Bacillus lichenlfon)lis 12759 AT.CC 
Bacillus sphaericus . 4525 AT.CC 

.Bacillus stearothe!mophllus 12016 AT.CC 
BacHlus subtHis 6633 AT.CC 
Boroatella bronchlseptlca 10580 AT.CC 
Burkholder/a cepacia 25608 AiCC 
C/trobacterfreundii 255 PRLSW 
CitrobaclerfreundH food isolate PRLSW 
CltrobacterfreundN 68 MNDAL 
Citroabcteryounger 
C/ostrodium sporogenes 

food .Isolate 
11437 

PRLSW · 
AT.CC 

E~l/atarda 254 PRLSW 
Enterobacteraerogenas 13048 AT.CC 
Enterobacteraerogenes 11 VADCLS 
Enterobactercancerogenus · food isolate PRLSW 
Enlerobacterc/oacae 260 PRLSW 
Enterobactercloacae 71 MNDAL 
EnterbOOCCus durans 6056 ATCC 
Enteroccccus faac8lls 7080 AT.CC 
E,ysipelothrixrhusiopalh/ae 19414 ATCC 
Enterotoxgenic E. coli H10407 CFSAN 
·enterotoxgenic E. coli 
Enterotoxgenic E. coli 

C600/pEWD299 
65 

CFSAN 
. MNDAL 

Escherlchal coli O157:H7 43890 AT.CC 
Escherichalcoli.0157:H7 43888 ATCC 
Escherichaicoli O157:H7 43895 AT.CC 
EBCherichal coli O157:H7 68-98 CDC. 
E8Cherlchai coli O157:H7 24-98 CDC 
E8Cherichalco/i0157:H7 20-98 CDC 
EBCherichai eo/iO157:H7 16-98 CDC 
Eschericheicoli O157:H7 63 MNDAL 
Escherichaicoli O157:H7 4 VADCLS 
Escherichaicoli O157:H44 26 VADCLS 
Escherlchiaco/i0111:NM 04.SB.00067 OCPHL 
Escherichia coli 0143:H4 05.SB.00141 OCPHL 
E8Cherlchla coli 8739 AT.CC 
E8Cherlchla coli 25922. ATCC 
Escherichia coli (hemo +) food Isolate PRLSW 
Escherichia coli (hemo +) 28 VADCLS 
Escherchia oo//(sorbltol-) food isolate PRLSW 
Escherchla coll (sorbltol-) food isolate PRLSW 
Escherchla coli 64 MNDAL 
Escherchia coli 74 MNDAL 
Escherichl coli a VADCLS 
K/ebsie/Ja pnanumoniaa 13883 AT.CC 
KlebsieHa pnanumoniae 75 MNDAL 
K/ebsleHa oxytoca 66 MNDAL 

·lecleroia adecarboxylata 23216 ATCC
( 
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Laclercia adecarboxylata 
Usteria innocua 
Usteria /vanovil 
Usteria monocytogenes 
Usleria monocytogenes 
Listeria monocytogenes 
Usteria monocylogenes 
Usteria monocytogenes 
Listeria seeligeri 
Morr,aneHa moryanii 
PaenibacH/us po/ymyxa 
Pantoea agg/omarans 
Pasteurella aerogenes 
P/esiomonas shigelloides 
Proteus mirabHis 
Proteus mirabllis 
Proteus kauseri 
Proteus vu/garis 
Providencia alcalifaciens 
Providencia rettgeri 
Providencia stuartii 
Pseudomonas aeruginosa 
Pseudomonas aeruginosa 
Pseudomonas aeruginosa 
Pseudomonas mendocina 
Rhodococcus equi 
Salmonella Gaminara 
Salmonella diarizonae 
Salmonella Abortusequi 
Salmonella diarizonae 
Salmonella diarizonae 
Salmonella Mbandaka 
Salmonella Tennessee 
Salmonella Lexington 
Salmonella Havana 
Salmonella Baildon 
Salmonella spp. · 
Salmonella spp. 
Salmonella spp. 
Salmonella Braenderup 
Salmonella Enteritidis 
Salmonella Heidelberg 
Salmonella Kentucky 
Salmonella Newport 
Salmonella Typhimurium 
Sarrat/a fiquefaclens 
Serratia liquefaciens 
Sphingomonas paucimobUis 
Staphy/ocoCCUs aureus 
staphylococcus auraus 
Slaphy/ococus ep/dermklis 
Staphylococcus xy/osus 
Stn,ptococcus equi subsp. equi 
Streptococcus gallolyt/cus 

· Straptococcus pvogenes 

73 
33090 
19119 
19115 
H2446 
H8393 
H8494 
H8395 
35967 
257 
7070 
food Isolate 
27883 
51903 
7002 
food Isolate 
13315 
69 
51902 
76 
257 
27853 
9027 
67 
food isolate 
6939 
8324 
12325 
9842 

. 29934 
252 · 
253 
249 
248 

· 241 
61-99 
78-99 
87-03 
98-03 
H9812 
59 
60 
61 
62 
30 
27592 
70 
72 
6538 
25923 
14990 
29971 
9528 
9809 
19615 

MNDAL 
ATCC 
ATCC 
ATCC 
CDC 
CDC 
CDC 
CDC 
ATCC 
PRLSW 
ATCC 
PRLSW 
ATCC 
ATCC 
ATCC 
PRLSW 
ATCC 
MNDAL 
ATCC 
MNDAL 
PRLSW · 
ATCC 
ATCC 
MNDAL 
PRLSW 
ATCC 
ATCC 
ATCC 
ATCC 
ATCC 
PRLSW 
PRLSW 
PRLSW 
PRLSW 
PRLSW 
CDC 
CDC 
CDC 
CDC 
CDC 
MNDAL 
MNDAL 
MNDAL 
MNDAL 
VADCLS 
ATCC 
MNDAL 
MNDAL 
ATCC 
ATCC 
ATCC 
ATCC 
ATCC 
ATCC 
ATCC 
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Vibrio cholerae 14035 ATCC 
Vibrio cholera9 14033 ATCC 
Vibrio parahaemolyticus 17802 ATCC 
Vibrio vuln/f/CUS 27562 ATCC 
Yenslnia enterocc/ltlca 51871 ATCC 
Yeralnia eriterocc/itica 27729 ATCC 
Yem[nla krlstensenii 33639 ATCC 

ATCC: American Typ,i Culture Collection 
OCPHL: Orange County Public HBBlth Laboratory, CA 
CDC: Centera for Disease Control and Prevention 
PRLSW: Pacific Regional Laboratory- Southwest, FDA 
CFSAN: Centerfor Food Safety and Applied Nutrition, FDA 
VADCLS: Virpinia Division ofConsolidatedLaboratory Services 
MNDAL: Minnesota Deparlment ofAgriculture Laboratory 

( 
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V. Food-bome RNA Viruses 
These panels were developed and adopted by the FDA BAM councn, 200-2008 

lnclusivity requirements 
Tamet Level One Level Two Level Three 

5 strains-
Genogroupl 
10 Strains-

Gen=rouo II 

Level Four 
10 Strains-
Genogroupl 
20 Strains-
Gen=rounll 

Norovirus 
1 strain Genogroup I 
1 Strain Genogroup II 

2 Strains-
Genogroup I 

5 strains-
Genoaroup II 

HepatttlsA 
HM175/18f(subgenotype 
1B) ATCC#VR-1402 5 strains' 10 Strains• 20 strains• 

Enterovirus 
Poliovirus 1 (attenuated) 

ATCC #VR-1582 
5 strains• 15 Strains• 30 Strains• 

Hepatitis A Panels 

Level Two (•should include the following strains): 
HM175/18f (subgenotype 1B) ATCC #VR-1402 
HAS-15 (subgenotype 1A) ATCC #VR-2281 

Levels Three and Four t°houkJ Include the following strains): 
HM175/18f(subgenotype 1B) ATCC#VR-1402 
HAS-15 (subgenotype 1A); ATCC#VR-2281 
LSH/S ATCC #VR-2266 
PA219 (subgenotype IIIA) ATCC #VR-1357 

Enterovirus Panels 

Level Two ('should include the following strains); 
Poliovirus 1 (attenuated) ATCC #VR-1562 
Coxsackievirus A3 ATCC#VR-1007 
Echovirus 1 ATCC #VR-1038 

Levels Three and Four /"shoukJ Include the following ,;trains): 
Polio virus 1 ( attenuated) A TCC #VR-1562 
Poliovirus 3 (attenuated) ATCC #VR-63 
Coxsackievirus A3 ATCC #VR-1007 
Echovirus 1 - ATCC #VR-1038 
Echovirus 21 ATCC #VR-51 

( 
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V. Food-borne RNA Viruses: (continued) 

Exclusivit1 Panel 
Level Three Level fourTaraet Level.One Level Two 

30 strainsb20 strainsb 40strainsb· Norovirus 10 strains• ' 

· 40 strainsd20 strainsd 30 strainsd10 strains• Hepatitis A 
. . 

40 strains•10 strains• 20 strains' 30 strains'Enterovirus 

Norovlrus Panels 

Level One ('must Include): 

Panel A 
HM175/18f(subgenotype 1B) 
Poliovirus 1 ( attenuated) · 
Feline calicivirus 
Murine caliclvirus 

ATCC #VR-1402 (or equivalent) 
ATCC #VR-1562 (or equivalent) 

ATCC #VR-2057 

Levels Two, Three and Four ('must include): 

,· 
\. 

Panel A representatives plus: 

PanelB 
HAV; (subgenotype 1A) 
Coxsacldevirus A3 
Ecbovirus 1 
Rotavirus; 
Astrovirus 
San Miguel Sea lion virus (if available) 
Escherichia coli (1) 
Salmonella sp.(1) 
ShigeJla sp.(1) 
Vibrio sp. (1) 
Usteria sp. (1) 

ATCC #VR-2281 (or equivalent) 
ATCC #VR-1.007 (or equivalent) 
ATCC #VR-1038 (or equivalent) 
ATCC #VR-2018 (or equivalent) 

( 
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Hepatitis A Panels 

Level One (must include): 

PanelC 
norovirus genogroup I 
norovirus genogroup II 
Poliovirus 1 (attenuated); ATCC #VR-1562 (or equivalent) 
Coxsackievirus A3 ATCC #VR-1007 (or equivalent) 

Levels Two, Three and Four ('must include): 

Panel C representatives plus 

PanelD 
Echovirus 1 
Rotavirus 
Feline caliclvirus 
Astrovirus 
Escherichia coli (1) 
Salmonella sp. (1) 
Shigella sp.(1) 
Vibrio sp. (1) 
Listeria sp. (1) 

I 
\ Enterovirus Panels: 

Level One ("must include): 

PanelE 
norovirus genogroup I 
norovirus genogroup II 
HM175/18f (subgenotype 1 B) 

ATCC #VR-1038 (or equivalent) 
ATCC #VR-2018 (or equivalent) 

ATCC #VR-2057 

ATCC #VR-1402 (or equivalent) 

Levels Two, Three and Four (must include): 

Panel E representatives plus 

PanelF 
HAV (subgenotype 1A) 
Rotavirus 
Feline calicivirus 
Escherichia coli (1) 
Salmonella sp.(1) 
Shiga/la sp.(1) 
Vibrio sp. (1) 
Listeria sp. (1) 

( 

ATCC #VR-2281 (or equivalent) 
ATCC #VR-2018 (or equivalent) 

ATCC #VR-2057 
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VI. Protozoan Parasites 

A. ·Cyclospora cayetanensls 
a. Inclusive Panel 

As many geographic and outbreak isolates as are available 

b. Exclusive Panel 
Cyc/osponlspp. 

C. ceroopilheci 
C. GO/obi 
C.paplonis 

Elmer/a spp. 
E. acervulina 
E.bovis 
E. bumetti 
E. maxima 
E. mi/is 
E. mivati 
E. necatrix 
E. nieschu/zi 
E. praecDX 
E. tenet/a 

AddltlonafMicroorganisms 
Clyplo$pordium spp( 
Apicomp/exa 
Bacterial isolates 

B. Cryptosporidlum spp. 

Inclusive Panel 
C. hominls 
C. parvum (multiple strains available) 

Exclusive Panel 
. C. t,aHeyi 

C.canis 
C. cunlculus 
C. fells 
C. meleagrldl 
C. muris 
C. se,penlis 
Cyc/ospora ssp. 
Apicomp/exa 
Bacterial Isolates 

( 
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·1.0 INTRODUCTION , · 

,,-H, • r 

Guidi!i\1,1~s fortheV~didatio.n ofC.!:te~ic;il ~ods 
. . . forth~ FQA):;yM Rrogt]l1Ui2?(~ii ,' .., . ,• , 

' .. , . - ;f~"J., 

1.1 Plirpose . ' · 
Tlieitf~i'FooH arid (?rug f\dminfsiratfori (FDA) is responsible for ensuring the safe!y of 
approxirljaf~ly {30%. onhe natlon's food S\iPRIY- FDA lab()i'!l,!Qrie$ <:C>ntribute to tl:lis mission 
through foutinEi ~urve1llahceptqgr;,1rns;'targeted regulatoiyin\~yses, aiicl emerijaricy · 
respon(;e 'Nhen cor\ta:m(naled fo6d oHeed.lsdEite<;ted orsu~!)Eicled in a'Pt,ibHchealth 
in6ident.Ttie ·effectiveness pf these activities· is highly depeildem ordhe tjtialitY'ilnd. 
performance of the labbratoi/meihocis needed fo support regulatory compliance,' · 
,investigations and enforcement actions,'T,o ensure that the chemical methods employed for 
the analysis of foods and feeds meet the highest analytical performance standards 
appropri?1efor t~eir intended purposes, the FDA Office of.Foods and Veterinary Medicine 
(OFVNJ) through the S,cience and Researcl:1 Steerh1g Comiriittee.(SRSC) tias established 
critetla by which all Foods arid Veterinary Medicine.(FVM)Prcigram chemica.1 rneth0ds shall 
be evaluated and validated. This document defines four: staridartHevels ofperformance for 
use in the validation of analytical regulatory methods for chemical analytes in foods and 

These criteria ap'ply lof'DA fab,ohitories as theyi'.!e\ielop ;lnd pilrticipate Ji\ the validation of 

feeds. · · ., '" 
• I ••• 

1.2 scope . . .. . .. . . . , . . .. 

analyncal raqul~'fQry' rne!~ocf$ for chemical an'alytes in' anllcipaUon Of/S.gencfwide ~M .. •· 
Program impremeiritation: Thes'e criiei'ia do r\cit apply to meihods.developed by orsubmitted 
to FDA under a codified process or official guidance (e.g., in the Code of Federal 
Regulations, CPQs, etc.) such ~.s for veterinary drug approval.For.such Stl.ldies, thl':l , · .. 
appropriate 'Gehier for Veterinary Medicine (CVM) or-Other.Program guidance i:tocuments 

·should befo/lbWed, Thisgdidalic:eis a foiwan::J.looklng .docum~nt; therequjrements .... 
desctibed here W~I only· apply to~ileW/y-<lelieloped tnetho'dJi and $ignifics1r1tmocl:ifiPationi,. IQ 
existfng ineth(ld~(see'ReqUiremen!s}; Once a method has been validated at the .appropriate 
lelrel, it can be implemente~c:co[_dii'19toQfV/v!<:fQ_cJmlJ!PJ;,Ell!A-OEYMi3; "Methods · · 
1:leve1opm'e'~i~'affonTarid fitfplemefnat10Ji'Program";wrucfl ei;tabli§!'ies a $fiind<ird , 
opera\iriti'·prciceilt)l'!!l tor,the'in,ethods·development, ValJdation'artdlmjllemerrtatioh p(tlcess 
[1]. Fot ~xarn]ilel, ror amultl01aboratory vali(fll'ted method to be iised in a widespl'!:!a(f .•·· • , . 
reg'i:Jl~tory appl\catioll/it can be irnplemehted •by other-FDA •l21oofatories following the.·.·. 
method verificatlc,h ptcicess: HoWe\ier, rn$hod verification is riortrially part of aloca:1 , .·.. , 

. :'·., J . ,,, .. ·,., .... , . ' ,, -· ' .. ',' ·' . ' ' . . _, ' ·, ' - ... 

laboratory's qualify cortltol procedures and is riotconSidered Within the scope ofthis . •·. 
validation document. · · 

1.3 Adn;iinistrative Authority a.nd Responsibilities . . . . . · ·... ' ·•. · . 
All criteria establish~d ih this dpcilmentfor analytical method validation have·been adopted 
and'appr0ved bythe OFVM an~ the $RSC,The OFVM docuinent, FDA-OFVMa~i ' 
establishes the standard operating' procedure for the'appioval ahd tracking ofriiethod 
development and validation activities within the FVM Program 11]. Single laboratory 
validation (SLV) studies (including both Level 1 and Level 2 validations} ca:n be managed 
wholly by the respective Center and Office fine management structure. Oversight arid 
coordination of muiti-laboratory validation (MLV) stµdies (including both Level 3 .and Level 4 
validations) are the responsibility of the Methods Validation Subconimlttees (MVS). · 

' . ~ 

. 1.4 The l\llethod Validation Subcommittee· 
Under the charge of the SRSC, the Chemistry Methods Validation Subcommittee (¢MVS) 
will have oversight responsibility for MLV studies involving chemical methods associated . 
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with the FVM Program which ate intended foi use ifl aregulatory cohtexi:the cM.vs is a 
subcommittee of the Chemistry Research Coordinating Group (CRCG), which reports 
directly t9 the SRS.C. The CMVS is governed by the organizationalstructure, mies a11c,l , ·• 
responsibilities as dEltailed in its thi:j(\er[2],. [;lrjefly, the GM\/~ wm ovi,rse!') ani:I c;odrctihate, 
in poU9boratfon Witht~e qri~iQ~tj11~.l..t,orato~, ,;In MhY,stydi~s for c;ne111/~1 \11.~t~,11.9$ .... > . 

. ~eveldpeq .within tl)e, F[)A,.9f\0'1J=nt~1pri:;;!'l t()fqpp9rl_ r~glJl~to_ry i:ln,aM!9.ill n~e,1s'.Jhi~ .· .. 
inclu<;l!l$ the e\/a\qaf,ori.an<;I pn9n\1:z,;1t11:m ofP(opo:;;ec!MLY. s(llq~~.\'!liijYE,U <1~ eya,lu,a~1911.of 
completed ML\jstq<;lies a,ndreports. Svbmisl;i9ns of c;[1ernic,alva,li<:latior1 proposals, riip9rts, 
questions, etc. cari be directed toJhe CMVS. ttrrough ;;i centr,;11 email accpunt; . . · . ,"' . -, :· . _.., .· . ,.- . . . . . ' : ' ' . " . : . . ' . . 

Ghemist;~,rvs~/'q~.hhd'.iov,, 

However,·where' f)Cl§Sibie, M~Vs shoulq b.edii,~usifd·ip'appropdate.Te¢h11ic~t.Adyisory 
Groups or With.the CRCG \o ensure the broadest po!lsible considerc1ticin of f<!,tfors befb.re 
cornrnitting resources to an l\,1~V,- , , .. 

1.5 Gene/at Responsibility 6f the O~igln.iting Lab~nat6ry . ·. ;·• . 
It is the responsibility of the originating laboratory to ensure proper adherence to all criteria 
described in this document The originating laboratory should, work inconsUltation with the 
CMVS and/or.its <;tesigriat~tj JechnicalAdviSory,,Grpup (TAG) throughoutthe multi• ··... · · 
laboratory vaJid,;1ti.9n proq!ls~. : ltwiU b.e tn,e responsi1Jility9f,theioriginatin111aboratoryto 
inclu.de their resP,e9tive QI\/QC managflr in. all aspects of the validatipn prdc:ElSS, 

1.6 overview p(Met~od ,Valjd~(iQn· , .. , ... •. •. . . . .··,· ...·..··· ···•• 
M.ethod v.illtj~\ion is t\lEl Pf~G9S$ Qfqern9nstrc1tirig or c:qnfirrning that a mEltl'19q,is 5ui\able for 
its int.eindedpu/'po~e. Th.epurpoi,e pt fheis~ri\Elfti!i,,ds r!i'aYiriplu<:1$ ,butis n/l,tlili'\(fEl<;ltQ :···... (,/ 
qualitat(vElarialy~[S, qqantj\a\ive analY~is, st:reepihg.anaJr~is',. c;onf((iil\llo/Y .c1.n.;ily5(s,Hrnit ~ 

·.· te$.~S([!l,triX exfEl11,Siq11,i,, Platfom) e~l;!l'.l~i.ohs',.a.nq ei:ri~rgency/%O.DlingEl11¢YPfl!a!f.:jti9ns.. ,·; ·. 
Validilti9rj.•.ipcltlges. <:1emonstrc1tiJigi.Petfprrriapcl;i•Pti,ar;a.qtEl(i~t\¢§5uph.•a.i:i ..,ac,cLJ.t~C'/,...Pr,eci.s.i1:>fl, 
sepsi(iyl.ty:, ;Elle.ctlyilf,;l,i!lli\ <;>f ?et~q\!9:n} 1Jf!1if 8f:q\f~ri(i(a\i9bti(n,~arity,;J,ep~;e;. ~'1~ \,.··.· ···•·. ' . 
rugg,El<;l(l~S~;JQi" ElllS!.lf~ th.at •.Q".SRl1:~ p(!'l rnei.in,i.ngNI a,n,f;l;?ppr9pr1(ill!'lt9,.m<!K~,.·a·,c;l,ec(!jf Onr.; .·· ..· • 
MeithoQ.;'{/!lic;lat!o:g.1~s1·• g/$tinct phas~Jr\\(? met,1;1.pcf <;1¢'vet,\l.Pf)1~r:t\lp~timi{~!ig.n ."199 s)1c,4ld be 
peifofme\l wfis.eqy~i/tjii memo\! c!e\17lbpmei/1J. Met~,9ds Mi'lY.be yali\l,ate9 fo(C>lil'l gr, ITI.~te . 
arialytes;oii~ titr(li:lr~()'laJricM, ·a().\'.! grj~ pff)lorei in$tfll,rneiptspt Rletforqi~,;JQ~ 1"11§1)19<:1. is · 
vc1lidc1teid 6y c;1:>t)c;IUctiri9 §Xpe(lnieibi$ J9 cl§leiminei the $pei¢ific pl')ifor111aljcei ytiaracteristics
that serve to define and quantify method performa11c:e. ·.· . . . . 

1.7 ApplicabiHty .·. . . . . . . .· . ·· ....... , ....•. ·.,... > < . . < . . . . a 
Thi.s' q<JCUl)1~rit E:l9t.abl.is)1es vali<;l<i,tiqn c:rite[ii3fprre{Jql9t9ry,n7t~9~s tpat,;1r,7{c, ~l;l,'!\/i<;lely .' 
used to .9.eteg(c:hemica\an~lytes' in {09q,{~ed.~n<;1 pth,eir;f!)Aregulateiq procj~ct~ coyerec! by
the FV\¼Program includipg,. t>ut not limited to, thei followirlg ;. • . . . . . 

.-, ' " • '• • '., ' ,_ '·,- '" '• • ' a _.,., ' '. ·• • 

i/·'·-~'-: 

... Gt1Jh1~{hi~/!pE!Jti¢8eisiduE!s' . 
ColoriAcidiWes ·. •. · 

. ~~¢~rtjpg~~iq~ J?ro<;tµc:t~. , , ,, < , 
· Diitifry,l3.(ipp~rnen(lp9redlent§/,Ac!~lter.an(s' ·c 

Elerrieint,;1ra11fMe.talli 
Fqocf a11d Feiea Ad.ditives and Preservatives 

·.. .• .. > / ··. ..·· 

•, foqci Allergeit\$,
,~l\J{~rL · •·· •·.•· 

http:ElllS!.lf
http:sepsi(iyl.ty
http:e~l;!l'.l~i.ohs',.a.nq
http:inclu.de
http:vaJid,;1ti.9n
http:eya,lu,a~1911.of


- . . . r 
G1,tjge\1n'@~,fpr:ttie,..,½a,lic!i,iti<?J1.PfChe,~j,<;<1.J.r-teih9.c;li; . 

· · tott'1e:.f,QAfiYM8t:0.9~i:!l!l;'.i., ,!;~ •. 
' .. -.· ,.,._. _, ....... , .. ,,,-.~.. ,,._.,..,,.,_-,.,,~lf- ':F·,"l -· ..-,,,.,.......··:k--, .. ~·,,,,1-r.&..·;··· ... ,.-$ ~;:,-,_ ?'.7' ,· , _,' .·,'"!: . ,,, Y;·:.-9. ;:·,:: ," ~~,,. '• '"'.'. -:,~•,·';'·, . -

' 'lJJleritipf!@II Adul.te[,iots(PpiSQ(l.s . 
Mycotoxins 
Nutrients 

. Persistent Qrganip Polluti,;nts 
Pe,s\/p)~~~··''!,;' / 1;'.'.) .·· 

I•-·.Seafood a,i:t!:l P!il:!:it toxJn_s , •. 
Toxic Elem~nfa' ''·> ·.. '. ·• , · ..· 

· Veterinary Drug Residues 
·., .. ,··, .' ·,··-:;, .. 'J,;.;_',;,-:·:~ ,;, ,::..::.·}"'._,_,··, ,_,~,-

Pl~ase, 6,gt~ tlia,) ~l{hpug~ ihe~11.(iyid·~lj1J~i'm~ltily \:!)t~)"n\uJtjC)ab9rai9f}t va.lid\itioh~..·.~rit~ria 
f~fS!tl!Elf~l·y~!id,!!!!?ri;l~yi'l\$,,~r~ 9iS9~~~~f,f~tt;~r~9!ft~'.i~Ii~l~?,(r~n;i fy)I fy!Ll/5; ·,:h~re.~re 

· s1tµa,t1gns .where a.,rneth¢J§ be,1n~ extenc;led :io handle wtiat.,s. likely to Pe avery !t1111te<;1 
(perhapSone time)\1se by cine laooratory'and is therefore riot intended fc,f A,,g~l1S:Y-¥Jlde. 
regulatory.use, thus would be validated at a lower level. For example, when a Single· 

. pesUcide l~,bRfatq~s,2etveJl l>~Y~~al Q,~\N (~og/!l.~tri~e~J9f llJHl~i~~esidye i!!naJy~e~ Iha~ were 
not cov~red mY:\~ prev1pp~y.i_11pat19i:i ofJIJ~•.m~l,bqi;i.Jh.ese ~wp.eJ111~~~0_1J(c! riot IJ~perally
be required and a more atibrev,ated vahdat1on/venficat1ortw1thm !he pest,c,de program's 
guip~li.ryfs .\Tlllfp.e,f!C~pts11:)fr.. • . 

1,s Requir~rilen~ ····. 
Method validation- is required for: 

• .. P!Ji?mil~ion.of,a n~w,.qr.prigina.l methp<;I. ..· .. , . . ,... , .·•. , , , . 
• ... • . Elfp.inslpri:CJf the ~cClp~ ot,a_n. e~is\ing me\h.9cl 10 Jnc)µp~ aqclit!OD?!~r,a1y1es; 
• Expansion of the scope gf.afi ~XiJitiJ)g m11t!'iCJd tp il')c)µcle. ad~i\iQn~I !l)a\riG,e~, . 
• Changes in the intended use of an existing method:(e.g., screening vs. confirmatory). 
• . . Modificgtions to.a method thal may{iit~ri!s perfoririimse spes:inciilliOIJS {e,g., ·.. 

f!lOi:lifici,;tiqns lt)at could sigrJifi<;.ihtly affecHhe ,Precision a.nd a~ufacy; i;h,anges to 
·· theJiJnd;i.ment.il science of anexi~ting rrieihocl, .significanti:ti,;1nges to W,:!gedts,. 
·apparatt1s, instrum,ental para,meters, sampleprepiiration apdlor extraction. or ... __ 
mnd1f1cafionofamWJocl's range beyond validated levels). Some examples of 

.· allowabl\3 l)iodificationsthatwould nqt reqµireefurt!')13r/Jalidiition a@ prpllidt;ld In .th13 
•docume,:it, ORA•lA8.q.4.9Al!a~hrn13nt A~Moc!ific.ilion Crit~ria [3]. . . 

.. . ,- )··· . 
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2.0 CRITERIA AND GUIDANCE FORTHEVAI.. 1DAfloN c5FCRl~MICAL·ME1'H60s 

2.1 General Validation Tools and Protocol C.uidance . •···. < , ·.•· , ·.•.·• < > 
There are a number of excellent references and guides avo1jlab.le providing fyi:f~i\if .. •·.•. 
information on method validation for chemical methods [3-20]. Jhe fp!IOl'.'/!Q~ pr0yi~ElS some 
general guidelines/tools that should be used to assess method perf6rm~n¢!'!:.: , ··· •..• 

General Protocol; Prepare and analyze method blanks, matrixblahks, ref~fen'ce H-1futerials (if 
a.vailabl~) .iqd matrix spikes (U!>ing matrix til,inks if availatile) of .kn.own cq,nc:entratiori as 
9Elf)&rf11!Y tj1sc:ribeid ·.~QBe.r ttreirv,etl1qci~Y~lhg~tio.Q b~yeils si:lt~ipn ai)dJ~ble))elql>V••. 
Accuragy.or Jila.s at\d.precision·,arejto1lcu!~tEloJr()rt\these.res;~lts. P<1ta .Wflf afsb f:iei usecflofJl1i/~p~~l~rf/l.i:t!\ ~nd ruigednes~fr9~\,l~bi~~s ,of the fi\e\llod rei~uljii:1~"froril ¢hacige!l in 

TheJt1\9w)n~ genef.aJ.valjct~fiop 't9<>!$ .ih9~M~~·(!$'Eld t8 ~eher~te ~!Jtll~d p~rf6rrrl~ryte,· 
characteristics as desciil:iedin the Performailce Characteristics section oelow. ··. ·: ·. ·>'

"· ,-, . ' - \'·) ,--, ,,,:• ._ .--; -. ' ........ _-' .' -i' ',' . ' ' ,' ' . ' ' -. ·" :<< .• •' "·'-t ,.- . · .., ,' .. , _, ., ··; ·-, •' _., ,. -' .. j ..., ' - . .,, . :- ·,' , 

Blanks• Use of various \ypes of blanks enables assessment'MR6W~U~ti0ftH~'rJiiurt'i; 
attributabl.e to the analyte in relation to other sources. Blanks are useful in ti,e det!lrmination 
of limit of detection. · ·· · · · · 

. . 

Reference materials Bf)d certified referencerdaterials: TheU~e of knownTeferericemateria\s 
(when av<1ilabl~ and appliC\lble) should be tnc()rporatetllo assess the accuracy or bias of 
the method, as wen as for obtaining irifdrtnatiori'oh interferences.: •.. .· ·. · . ··..'• .·

'. . .' ,,.', -" . ·- .. ,;(( \>'\" .4... ' ·. . ·...\:;.;.: .. (:~·; __ , 

Matrix 8/arik: Thls tYpf6flll.ahl< isa sol;)staribetha.t,91os'e1yriiatches the sainplesbeing 
arialyz;ed ·with· regato to rn'atrj~ tornPp~r,n\~, M~trix til~r\ksarell$e1 t6. esta151rsh.~atkground 
level •<prE1~en9e"ptabs~nce) 9farjaMe(s)ahc:tfo•v\clnfy·that.sample'tli<1trix aritl'ecjUipment 
useddpes,rjotii'lterfeteW[thofaffe.1:,ttHeii!'l~lyticalsignal, <-n ·• ' :. >••.\' .',i

·\-,·:,·:·;,-.-./.ii-:--":-,.: ,y r-;, : , -~::,;, Yt-: :-2: \ - '-< -, · 

Mafnx· sp/ke§ (Labi;Jra.toryfor/ifi~d &ratifx1: ~ece>ve(Y d~l~ctT1irla!iOn5: can pf'e'siiijated from 
fortifica\Jori or spiking~{~ i3 k11pv,ri arrtollnt qf a?a.tYte arid.C:~lc~l~!io6 of spik,ereeoyeries. 
(Note: spikerecovery niay not b~accuralelyrepreseritative ofrec:overyfroni naiurally 
incurred o1na\yles.) Matrix effects c;an also be assessep with these samples. Ac:curacy or 
bias and precision are calculated from these .results. The data can also be used to evaluate 
robustness of the method resulting from changes in the sample matrix. 

lncuded Samples• This type of sample contains (not laboratory fortified) the analyte(s) of 
interest (ff available) and can be used toevaluate precision ahd bias (if analyte 
concf)ntration(s) are reliably known). Analyte recovery can also j:)e evalyatedthrough 
successive extractions of the sample and/cir comparison to another analytical procedure 
with known bias. · 

Reagent Blank.: This type ofblank inci)rporate.s ,ill reagents usedin the method and is 
subJec;ted to .aUsample proce5~ing operc1tioos: It sefves to verify that rea£lents are analYte 
free and the equipment used does not interfere wit~ or affect the analytical signal: 

Repkc;alf) Analyses: The precision ofthe.ana;ytical proc!,\sscan be evaluat~d using replicate 
analyses. The9fi£!inatiaj faporat'ory should assure thafadequate sample replicate~ are ··. 

http:Accuragy.or
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performed and that results from replicate measurements of each ahalyie'are'cortipar'ed.'•.• ·,,,, 
Minimally, the method repeatability shoul(l be evaluated. . · ,,- ~ 
Interferences: Spectral, physical, an(l chemic~! interferences can be eval~ated by analYling 
samples containing variou9 suspected lnterferenee$; Carryover shoold be evaluated·using. 
the incorporation ofblanks immediately folloWing standards and samples. .• ; . 

Statistics: Statistical techniques are employed to evaluate accuracy, trueness (or bias) 
precision, linear range,,li.mits of det,ictipn and qu,;1ntitation,.an(l measurement uncertainty.· 

2.2 Refere11de Methqd ' ; ' . . . . . ,.. . . . . . ·. . .· , .,, 
A refer~rice method is a method by wtiic;h l!ie performance· of an alternate or newmethod 
maybe me'asllr~ti or ei/alu,atE:?d. For chemidiil ailalytes( J:ili 'apprQpriate reference method° i,s 
not afWayfideiitifiable or available. Hoi,yever, there are some instances in which the use of a 
reference method is. appropriate such as Wtieh replacing a method specified for us·ein a 
cohipli1.rnce proi;fram,. Cons'uUaiiori between theOrigirialing hibotatory anil the.CMVS and 
the Program Office is $ll/;)gested wheildecidin9 if the use ofa r~ference methr:id wilt ba 

. necessary. · · · ·•· · ·- ,, ·· , "- ·,. ··. • 
: ', . .;;, ..1;. 

2.3 Performance Cl:!aractetistics · . . . ... ... __ .. ... 
Performance characteristics that should be evaluated in order to validate a method will vary 
depending on the intended use of the method' ttie type of method {e.g.' quantitative ys. ' .•• 
qualitatiVe), ahg ine degree to whic;h it has beeh pfeviouslYva_lidafed (e.g.; n'i~trix extension, 
tm;,ilyi$ ¥/i,\~)isipri,-plaif()rrn exten~i911). Altholj~hcefiniiiorl~ of these <:haractefistics are - . 
incl.ud!3d lh Appei'i'di)( 1, this documen\is riot meantto .ac!dress the various ways of · 
cafoulatirig <:hara'ctetistic;s :sµch as meil'iod detect.ion fevel, limit ofdetection :oilimit .of ' 
quantitafiol\ · v", .·• : ; : . 

:.,., i' :·. 

Pefti:>rmarice CnaraderisticsfOLYaJJ(j___i:J/ic:m.olfiey,.dU1aati41/iveM.efhods: Validation, of·ne\v,, 
qctantiti\ltivl:i rrietti"oitssl'iQuld'rn&ucra af a min,murif evaluauon_or the following performa'nce · 
characteristics: accuracy, preeisi6n, selettivify;limitot detection, iimit ofcf1,1ahtitatici1i', .. 
linearity (or other calibration model), range, rrieasure'inent uncertainty, ruggedness; 
confirmation of identity and spike recov~ry, · · 

Performance Characteristics for Validation of New Qualitative Methods: Validation of new 
qualitative methods .shourd include at a minimum evaluation of the following perfortnarice 
chatabteristics: seri~itivity, selectivity, fals~ positive rate, false negative rate, minimum · 
deterit~ble concentratio)1; ruggedness, and confirin,iiibn ofidentity'.'. 

, !1----

Performance G_haracteristic$ for Validation ofMethod Extensions: Validating the extension 
of method~ thi:iftia'vfptevi~Llsly beefivalidated requirE'.)s a ~an~flll e-valuatiori ofthe ititended 
purpose cif the extension: tn'.ca ses where the sample preparation anll/or the extraction 
procedure/analytical rriethbd is mi:ldified from the existing test procedure, it should 'be 
demdrisfrated thaf'tne njcidifi<:a'fidris do.not adversE!ly affectthe precision and· accuracy of 
the dalif obtainei:l.'ili orciet to.frnplement the modified method, g'enerally the standard or 
existing method ls first performed. The modified methoct perfcirriJ~,nce theh is verified by 
comparison with 'that of thepl'lglnal method.. - ' · · · · · · · · 
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2.4 coniirm~tidri i:>f 1d.eriti.tf . ••. . • · ..·•. . . . .... • . ..·. . . . . . ,; . . ... 
Conflrm<jtion of identityfor each anatylemust b¢ performed as. piirtof the metJiod validation 
for rE;igulatoryenforc.ement for both qualit;;i\ive and quantitative method~. Unambiguous 
confirmation of identityusually,fequires anatyticaHy identifying keyleat\Jres of es1cnanatyte 
in the scope of the n!lw methcici beingyaUdated. Such as with mass specfr<'ll fragmentation 
patterns or by demonstration of results inagreeiilent with thqse obtaihed using an .·. 
independent analysis. 

FDA has issued guid~nce documents on the deVelopment: evaluation, ande1pplitation of 
mass spectrometric methods for confirming the identity of target an,ilytes including: CVM 
Guidance for Industry 118: Mass Speqtrometry for Confirmation of the Jclentity of Anini.i.l .. ·.. 
.Drug Re~idues [4land ORA:LA~,010, c:3t1idllrwe, fodhe Ahatysi5. and 09c;:ument<1tion to . 
Support ~egulatorY Action onPes)icideR,e5icltJes[9Jc·..Foll9','(lg~tl;le cvlv1.gukf<!hce is 
requked for veteriQ?ry drug residue metliqds, Tile OR.A.:LAB.0.1 odClcu111enj w~s V,/riifen 
specifi¢<1lly for pesUcide q.natyses. \9.[ ptnertypE;J$ qf ch?miC?l c:o~tarninarits,jn food (e.g, 
food,a<;l<;litives,.. ij1yi::otoxiri5\ett,)1. the cvrvi tjocufilent sl:\pu lcl b,e foli9wed.1:Jecause ,it '!VilS 
written flS aGujd<1i:icef9r)nclus\ry ilnd thetr,,fQrl}.lla~~eE\n p'ipte\'{t~ely nitE\i'1Jafly <11)g .. ,· .·. 
externally reviewed and distributed. lh addition, OFVM is cunehtly drafting a st1pplE\ment to 
CVM Guidance for Industry 118 specifically addressing the use of high resolution mass 
spectrometry and the evaluation of exact mass measurement clata. 

2.5 M!lth9d ValidaUonl.ev~I~. •·.. ... < . . . . ···... ·.•.•· ·• . . ·.. ,. ·· ... •• ·,... . . ' . . 
The following describes ,the foqr stan<;lard levels of performance i:!r,,fined for method, ·• . 
vaJ.id<1ti9p q{a11a1ytica1 ~E\gµIatory \11E\tbCJ,qS{l?f: qtien,ic,<1l,8naly!es}p f()ods,Thi~. _app[9<1pn Js 
based onJtie Fpo<;J f;:l}'Jer~eric;y Respon§~ ~etWqrck (Fl:RNli §\D~No:.Fi=Rf'h'\!;>M,.QQQS.po, /' ,.r:i.:~ r:::0t;1~i'.kt!tla:a::; f!~~;i~~~6~!If;:~~~!i1iW1117n~~~~l~d~!tN~~i~~1::· lf . 
[8]. Key validaUon parameter~ for eiacl1 teivetare Sllrnmariz:ed in Table 1. It is the ...•.· 
respgnsJbiJity.pf tneq@i11ati\i!:l .. tdeyElt.opin~l (ilbgratqry,tq· oet~yn,inethe ;;ipp,r�prj11teJE\v,eLof 
Vi3l,idc1\lci,n rect\l}rec1 .\JP JCl apd lh,rqu~ h. sipglto !l:lbgratciry,v,aU(!/Jtj9M: lt js tiiQNYfE\COll1f\WP9ed 
that 9ri~i~~t\ri~.I~qor~t9\ie~.wor~Wii/J}.~eilpprPt>~rc1te -recM(~<1/~i:!yilS9J¥C3raupyine~;. •··••· 
determ10,mg theJ1ppro[.lrIate I,i:!V!ll qf vll,J19<1t19p. • .\. ; ·. ·. <,, ..· , , · > . • . <• ., ., . · · 
NOTE: Not all methods will or sliould be validatedto thJ hlglie$t /eveL 

Levei 
_,_.-. 

cine 
'·. - ' , ,·,'. ·._. , _;. ,_ - . - _; ,,-:, • _, ·-' \''

· • ·.. •·· ·· •. · , - , '_ ·:·- : .- ._. -. - -.; _··_.', ·,' .. . . _;,- ,._ - ; -_; . . , 
s -·-.:,·.: _,,-.I_·,.:: -,, __ ,, -. - . : : :,,; __, .:· ·.;: :'. ·,_ 

Thi$ ls aSihgl~liaiborntgry v~lid.?YR')le\l.el'MtH !l\e.too/esrtey~I oJV?)iQEiti(),fl rji9i;iirE\[11$nts ... 
and is appropriatE;i for em~rg~~CY/liQ?jted. 4se;Perfor111.anc:e oftne,r\lethod ,it th.i~ il))ti~.t tevel 
of .scrutiny wUldetermin.e, .inpart,.whetherfu,rthervaHdation .rs useful·o·r :a:ranted. •.·.·· 

.. Jn.~e~d.edh;er ~merije~c}ll)i~it~~( ~~e/~~tril( 11xt~~~ioh/~iia'1yt~) ~~e~~i~nl pt;liorrp...· 
extensforL.. Examp[esQf 'II/here LeV:eFgne va!iqation 16µIq be ac¢elit'ablf;iiriclµde; ·•·. •·· 

. i~qJale,(!.¢b11~~1'111~•·~q'11Al~i,n;\~•··.~.f~g,lf~1~~trfrif~~~l11fi_iE!.~,·~i]1•·~1/p)J~<l\!9~.•·6(,fmit.~od 
· 9eyeJopec! fqf,•El;~p~c1fic ~n€11y\~(f?)t<t ~tn.?\px, not.Ptey1po,~tyy<1!19E1te,<f .1 r;t .. r,esp<:m:se, Jq e1 

i;e,~!. prli~r,feiv,~.1,'l!hr~a;tt,9 fQttd }~fy~ ()(.,Jlllb.lj¢h~aft~, Valj.c!aY!:19 Qf m~t.!')q~, P~i:9rrQk'lni::e 
¼itn~·r7w..rn~W~J~ir\en.cl~~\8~~*\l.r~m~t~~:ri~o//tillttlX'Wlll,pto,dp~:iac,9gr;atf?J\l:I·•···•
w1iaJ:>le.re~ultsfor. all the .a.n/J[ytes.1n!be ~99~ \J{tl\El t1;1etl\9g., <t?~eneiral!y;ra.!l;t.ir(!~~d<:,. 
anatyte,s t;tiU f!1p$t beinclud~o i~ 111atrix'spike~ atthis kwet, .rf wide$p'~ead ~sei inJ~is 
ma!fix.is anticip~ted fo(re9\,llatory pllrpg11~s, As \he first !~yet ofvali1§ltipn qf rnethOO§ 
for ll'iatrix, anatyte or plat(orrh extensior\/¢meri;ie11cy. u~e, ,t would Ile ekpei,ted tnat a· ·.. 

http:ma!fix.is
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fl .., - ;•,_ ,• ·'.'''· .,,.,_._•., 'c, ,-~·;:-''.:·-~·c'~'"''_',- ··, ,_.,..,,•a-c':•",8·. .. ·-".1''!' ,~_.,,.._--,_:_-'~,-,~µ.,.,,,.- ..;-,e,-.M_,....,--,_:·:"•~~~Y•k· :_··:-'•'Y·":~";C:", :·_,~-.,~.-·_, ~ ~-- ,,·,~--,-~·.-,--, ".' ,,·.~,;.-,.. -,. · •. s· - ·! _. '": ·. ·- .'••·' •. ,•·.q_>,.. ·•·· 

· ·. riion,i;rjgcfr9ui;e;jnglehi'9pr~fo!Y V:?llid~I!Pn ijtl~a,i;l~uiva.le'11!toJ..¢vetJwo befow WPYld . 
be performed before rnore widespread non-ernei:gericy rein,daiory ue;e. .·. ' • • .. 

Level Two . . .• · . . . · ......· . . . · 
This is a single.11;!1:lOrl!J9J¥ vaJi(:l,:!tion level, T11.e,9rigirv1tjng .l.s1b ti~e; c;cm(:!1,1c!ei;!? .·,...·· 
comprehensive validation study; with perforrnance criteda similarto im AOAC Single 

. Labbi\i\ii~ Validation,~!pdY- t(.,ipproprime, i;l};Pip~?ti~p~ with ?n exi~N~g reference method 
ha~ .l:l!>er,i:i,eirformed)?,'/fT!e ~f11Ill c;9teria oft~e~W,?Y may_ be c1t ,1:1,t~werleyel ,than the 

· AOAQ /p,rpgle l,.abora!ory \(ahoat1ori stuoy, .bUtl:lre,c1ppropnate fpr fhi:i,c!eyelopmg method at 
. this stage. , ·_· ··.. " ·• · . - · , · ·c: · . . ·. :, ·/ .' ..,.... . •. . .. . . · . , 

. ·-:~,:'._-;:<" -< 

·fnteriiec-J,Use: Routine regulatory testing, emergency needs, minor method 
. modifications, analyte. and matrix extensions of screening methods. If ;a methoo · ,. 
. vc1Jic:li:Jled ;at this !evj!/1 JS e)(pecteo to have µse t~s1t is widespreao, long term, of high ·..· , 
· p4bll/:Vi~ipility 9f,p<g13nti~Jly iitvolved in intetn<;i{ipl)al trade conflicts, its validatiqn, should 

be extended. to al 1east LeVel Three below: · · · · ' 

Level .Three . . . . . ,, , , ,. . 
.Tbis is ?JJJUltHabori,ltory valifi?Uon level. Le\/el TIJ.reevalidation e,nploy~ i.l minimum of .i:>91,( 
colls1b,br,~(ipi;J laboratory ir1adclj\i9n to the Origitiatll)'g laboratory, Mo$Cofthe criteria fOl!ciw'ed ·... 
by 'tne (ii:igiriating lab '•are ata·1evel similar toltieAOAB-full collaborative! study level witb.. . ·,. 
comparison to an existing reference method when availa.ble arid appropriate. The add/tHlfi~I . 
.collaborating laborato.ries follow many of the criteria found in an AOAC colls1borativ~.~tU:dj': • · 
The rnbalnti,differebncets ar~ that ~evfelhJ"hf~ehvalidation edmbploAys aAtClea~dt one ~dditfiop~I . ·c , . 

co11a ora n!) 1a ora orymsteau. o t e e,g tto ten use y 0 . ,an reqwres ewer . · 1 

•·repli~t~sfor each fooq miitfix[spj~e level. , · · 

. lnten~ed Use: Methods vaHdateid to this level of scrutiny are acceptable for use in ;:ill. 
regulatory circumstances includingscreening analyses, confirmatory analyses, ·. _.i _. ·.·· .., 

....-rsg~latory--sl.lf\ley$,arfd{)0fllpjia~off~Hhe·metfiixhs eii,eetetffo-tiave}:1~e:fhat ··• 
is widespread,. long term, of high J:>Ublic visibility or.involved in international trad.(;l · ·• ' '·•.; 
conflicts, it may be appropriate to have its validation extended to Level_ Four. · 

Leve(FoUr ; .• •.'.. ,.· . ' "' ' ... ,• .·. . . ··.., . ,, ' i • .. ; ' ' , : .·.. '•· .. · ,; ' .... 
. Thl;v'~fidation level hiisdrit~riaequlvalent to afuliAOAC or ISO Coitaborative StudfAny . 

method reaching this level of validation should be able to be submitteo fqr adoption bfttie ' •· 
AOAC as a fully collaborated methoo. · . . .. · ' ; : • 

.~ • • ',.· • • • .< 
.- . ' .... :· -

2 6 
0

. · ·ff;rf:~i~]i:;~)ffa~~t~~~~1:" li~eJ~r~1iNfat~11~1~1J~trt\~.ti~r~t,.?1ar •. .. PJ:t:l?P. ......,..,.P,,,.e,.,,.il , ... ,... ,,PPI.~, ... ,.......,. : ., ...i;I •.,, ...... ,· :· .,.,,.<?.,.,:!lY .fl"•··,.,. 
esp$ciaJlyJhelevef~pJ !:Qqgern, actlonJil/(;lli; ot tpl(;ltane¢ fpr the i::berri)c;~ a.ns1t~. $OIJle,. 

· eicamp.lE!$ of acceptabi!ijy rangei; used PY variou.~ 'natl6n,~land )ntefn~tlpg~l{itgariiiati~iii .. 
and their sources are provided in Appendix 2. Acceptable $Pl~e recQverles vary ~h anatyte 
conpenlration as indicaled in Appendi/( 2 (e.g;r reicoverie$ n'!ay fa)I in approxlrn_;~tl:llY the !!O.: , 
120% tangefof,qusintifative methods at the ·1. µgig (ppm) c_oncentration),Repeat,3bility and 
reproducibility. also Vary With analyte concentration. The acceptability ranges in Appendix 2 
provide approximate target ranges for mettiod developers and the.MVS and are not rigid 
binding g.uioelines. It is recognized that for some situations such as with difficult matrices, 

·· extremely low analyte concentrations (e.g., chlorinated dioxins, persistent organic 
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•. poUut~iltsj, .rriu[t/iresldue.mett\6ds•··~ Ac1W~heiflefge11i:Y:sifo~tibrts tlie$e genera[ acceptability 
ranges may not be schievable or required. 

Level Four:s/, .i. ··.:, :·.l, ,:_ :, ,,,;_! __'. ·.. 1.eVei. bne: Level Th):ee:'LlwelT~o;~irigle !'till . 
··. Emergency/ .·· · La!ioratory · .. · 1vfo1t1~La6oi'atory .. C<>li~b~rafive

•·· ·· ·vaiidatiori ··Lfrnited Lise Validation l>tUd. 
Number 8 ( qui~t/tative)participating 1 1 ;: 2. lO (qualttative)labs 
Number of 
matri.l' .~3 iecorrtril;nded 
sources per 

>~ reconiinerided ;3 reliommertded
-where avaffatile . .,-11/herEl available 

mafrix* 
Nlimber of 

.~wftet~.avJ/iable 

. . 
' ,... . .- :inaiytf:l(s) 

.~3 spi~e lev13{s + 
. matrii( blank .. 

spi.kelf:lyf:lls . ::,2 spik!l !eyels + ?.~ spik$ levels ~. 1 2::3 s~i1<e 1eveil+ 
1 matrix bl9nk 1 matrix biarik 

one matrix 
.1 rnat.rix blankfor atre.ast 

~.<,"'.'.:**-' :..sourc:E;..... .: ... 
RepIrca:1ef 
required pilr 
matrix ::,2 (quimtitative) · ?,2 (quantitative} i_'.2 (quantitative) 32 (quantifafi1Je)source at ::,2 (qualitative) >3 (qualifative)::,3 (qualitative) ::,3 (qualitative)

te~~~d'rtlf . 
labofafp 

R~p1icat¢1f ····•·•·
required at . 
eaif1 l~vef 
tesfed per
labgr.a(Qiy. it· 
()ntyqr1~ ;
mafrbe 
sohrc~used 

. 

. 

::,4 (quantitativel 
.~6 (qualitative) ·. 

,.· .. '.-' .,,: 
.. •_, 1.> ,::-

~6 (quaiitifa{ive). 
::,9 (qu9lit9tiy~)

' •' . '·:• .. ' ' . 

*If8,.\li!Ji(\'l':(..91 f999 [l18!(if7~ 'l\'.ith,tii.ffering phy~).cal andche[llic;a! Propertie~}!f~;s~letted: t~~ i1~.r/.i6Jlor ·• ..· 
sources fof eacllfqocf.sall1ple m.atii~ ITI?Y 013 dn.e()rrilore;fiut if dnJf pi)e foadrr\atrix i~ slua[1d t~.err:i::} • 
soLir~es af~ fecorri111,~Wec{j.'if\ere av~iJ;iblii:fM ~llfiiq~di{,rn~!ri8 ~ourcet> rflai~~·r~duced i,paft{c91arIY. if 
it is (jiffic;1;1ftI? ?bfai/\.l>laryfmalfil(~9~rc;es,.a.ii IQti(! as'.thi¥ !c\<11 nyrnbefqfspjke le\/el~car\c{ rr1a,trix ·' : •. 
tombinijtiqrr~ 9~8 acle({U!jle(e:§;; 6iepHcatetClr•great~r at'!iijch $piR!l;JeVel fur. tjuarilitativernelhocfs•and 
9 repii¢ates9r greatei"f9rq1,l~i(taiivi1hit1tn:O(;ls)t) ;.·. • c -:•i?'\··.. ··•·..••\/ ·• ••• · .'i//f•··•./i,'.;, ••• -.•·• .•.. <, />):f
•• .N4rn~erof~pi15.l:l l<ivllJtl~ (~£?11)Q\~t1d,~.f<i>ta,tfii~~t-o_n~ ~qUrGe P,tfl1.$!fl.x;·Qther ~ir:njJoir ~p1.1rcilli,a(:·,,·... . 
m,i(tii\ (~~,Y'i.lhip:tne~/,lf'.!lil c_at~ary; s.ej;}j!;pp~i;\tj/1( 4}\liiilY !?il.~t.\Jd[e~ ·at9r\~ 9[.t!A!q ~Bike ie'i'!lls (e,g,, at. 
ar\ a.c1roi)!!;!_µk!a,~cAi;ir tqI~r11n9e1~y~li?,ff.'0~il 1p..1~11pwerJif'.!li~9fciHfiihtit~\iool~~te,~gq~)., ·"'·' · · -· -· · 

. ',, ,. ... . . __·_.::.. ·•.i...· · ...', - ' ' ., ;.,' .--,y'':·:;· C., ·•f-',i.-\1::··\-,_ ,. - - , ·:-,_r,;,, .. · 

·.;\/\::r-·i//1·
'. ; . -" .:\ <'-<- _·:r:;;;,·,::-y \:·t_;r ::,>_\_ · 
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Guid~lines for theValicfati<>nofC.hemi.cal Meth,ods 

f) tor the f'.QA FV~ P,r~grarn; 2!\d ijd. . 

3.0 ADDITIONAL PROCEDURAL GUIDANCE 

.1.11 /;l,11\tiont9·t~ej:,tit~fi~..dfscrj~ei:1 a~9,ye }n,t~~l{} !or~l~J\1ar~ A,Dan\ii~,ti'!ef,~ijd gU~lif~tive
melryqcj:;, acfi:IJ!!Pnaf,g~1ganpe IS prb"'.IQ.e\'.] It) this s~stio'n fgr SP.et1fic typ~~}if meth9cjs qr ' 
validation.situations. ' ; • · , · ·· . · , ' ' , ,, · · ,, . . ··· ' 
·'·--·~.·.,'·-.'.-"<Cf)·<:···,··~:';-:--::•·).~:\· .·,. '· •.S::;.'; . _ . • 

3.1P1~ttcirtnitd~i/~111~n{,ij'.Po'.~~Q~19J\'.,. ·\'>. :i. ···. >,,•:.·: .\ 1
• ::·•. 

Expapding_J~e, ~se pf,,~..ll~l,i1~t~\iJrie,\nqdJR\i;1pl!,icjE). ~n_9t~E).f,fig11,]fjc;aJ1flt~iffrferit iq~tr,urnent · 
·or platfo.f1V/r!l.U.!f8S fUfthe~,)'gl!cj8.1\?11, ~u,c;~.1nst~~p\ls [nplucJe]he ,JJ~e. otaninstry111e°'t ()r 
'platfPfl11, s11111lc1r /fl. sqope,13g~,ft,1np\1op to,JhaJsu,rreiJ\ly Vi;!h4;;iteg anp clPPf9){!a9 for w,ia; ' 
however, iJ J'l)cly have. maJ~r d,i/'feren9E)Ji .in corf19We!tion, qi c!el~c\!9n scl)iitJ~, . . .. . . 

,._.. ·:·· '. .. ::, ..,J'._,:. _-· ·>--~:-)- '.'·_,, ;:··_··:·i•.''::_··'··_ ·, :--__···-:~···_· __ . ·-:_, ··.:.:·->·,._,, .~:,''. 

Platform extension vaiidailonshould generally bepeiformedus1ngfable 1, Level 2as a 
guicje ;;ipd,{;QQU)q CQl'\,PWeJhe pf9pqsed,1Jl'!,VV ~l?ltfff/11,\() m~.p!a\form 1,1s.e9.in the,refe,ence . 
metno,d;JnJi[~l)/'iin~ Pl/:lfqrm,txterys.!pri v~!i\i9t1,Pp,.qne·1t1,11$~·q~tEl{l'Jl,ir7Vi!hat,9~~rntc>f,.. , 

.· cros.s,..pqrreJ/;l\1pn ,Qe!w,eenJhe,rn~µfts. 9b~~!')El\'.l ·911,t~e twp pla!forrn.~ 'r(Jljbe iicp~pt~J;>IE:l, ,.. , 

.,J;:l(,aPJpi~s:. •·· .'i<, ,.·. , ;·. ·:/:/;'' •.· ::ic .:1/-'},:, ' . , ··•' ':'<.··.. · 
Metlj9d Ais i .x11!id~teq J1;11Jthl:,p. fpr.the,fpre~rilaj p{;11~s,ti9fpe~.ik11 ~Ji~~.S?fPr:iatgtjrriph . 
cqµp!l.l.g ,Q_ ~ S,tQ~le qµ~(/[YPQ)El ll)c!SS> S.p~9\rP,tne\er.(QCcf>v1S,l;),t9~,~ pl)rpw,1Jp~rapliy . . 

' ·. ,!;OJ,!81~,ttp at,rn:>l,e q4~qqip9.lp 11)/:l~~. s.~~r9.iptter (<3C-~98), ?ffer~ ,CEl~?l!1 ,c1~-m~.~es 
' ,ove~ the,,~9.-M~P plat{Qrrn.1nterml! 9f sens~!!,/lfY,d~elec11y1fY.. /:lflP,SQQPe, Jn tti!!> 1nsta11.ce,. 

a compi,lf<!Jiv,t:i_ W:$Jh9d i;xt~,;i~iql),.Viilid~p9pJ~ jr;i(.i,i,~~\ed t~'.~.9~1Jr$,8\jlii~~f\llltf~!>µ,lf~: : 
However, 1f new analytes are added to the scopeQ,fJh\'),(ll~thP.9,V!~fhe L!!>e Qf,lh\'lJ1!:!W 
platform, a new method validation is indicated for the GC-QQQ method. · · · · · . ·.,. ·· '· · · 

.··~§1~i~~~~~if;==r~~~~~r;~~~~~$~~J~~o~~in
' .ta,~pf/!lQ)y YJQ\ll9Ji~e to. l[~IJ§(\l,f tris rn~hp,gJq ii. \iqlii~ ~QfP111,/!lo@r~PRY ~Y~t,~111,th;,it '' 
. ut,11~\>0llly a p1pr,i.e,iirr/!Y•.cJ!:!te~!Pf(.!,,9-PAQ~-111 th1~ \nst~�f,\l,,a <;Q[!]P~,rf;l!iy\l,f!)¢thpd

extension vafidation,i,yoµJ(,'( beJritji¢at,eg $9.ensurt:!. th.atthe ne11,V,qetectiop ~yiitem
produces equivalent results to the originally vaiiciateci mefhocl. . . . ' .• - ' ..... · .··. 

,•;:'.'{?-':'~ i,{);i/,;<·(i !,;;~: ·.,,:;::'.•·,1.~\ ,:·., 

3.2 Anc1Jyte.E11:teni.ion . : ., , , _ . .···.. . .. .·. . . . 
MultH-:esidye, multi--clgiss methods 1:1reJ>ecomiqg m~ COJJ]IJJOll. Mi=l!lY qfthese rriett)pqs 
are semi-qu!!niit.itiv,e.(limil&tests) orqualitative ~rqaq ba11ds9r~ens. .P!!r1'9rman,<;\'l . , , ·. · 
requlremenfs for these types pf,procec;lur,ell are .\iesi:;rib(;ld belpw. ,li,owe)ler, if ,;i, multi~ . 
residue metho(:(Js inear# to lie used for qua11titaiion, the §ial)<le peiiforman~. qhaf1;1!lteri~tjcs 
as requiredfor.sin,gle.analyte met.hods shoul\'.l be,e)l.ilµ.ited for e~cb cimllyie (<!pPuracy, • · 
precision, selectivity, limit of deteci,on, limit of quantitalion, linearity range, uncertainty, and 
ruggedness)..II is .understood that with a large multiaresidue met.hod , not an analytes will 
meet,foe recommended acpeptabifity ranges I iited in Appendix 2,,. but t~e Pl'Jftqpnance f9r 
each compound shouldpetei;tedtindreported soJha!-the accur.i_CY¥Jf!dprecisioq are, 
known for any given analyte and are i>.l:!fficient for thei_nten\ied purp9se qf the methqd.

. ' . . . . . . . ' . . 
a \ •,1 ,,' ,;,,; • .' ' • ,;•:. • • ,•0 

·When newanalytesare aqded}oa-quf;lntitative .rn1;Jlti0residµe method, ;tests'$hould t>e : , -
. performed to ensu(e that t{le ac;ldilion bfnew CQi'npQllnds do notaffect the p~rforrnan,ce of 
the instrumental conditions, e.g.,duty cycle or scan rates for other,elu,ting an11lytes, and.. that(( 
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·the ahalytes do not present achernicai of physical 'i11tera6tl6n with the stabilities of the other 
tested analytes. . 

3.3 Food Matrix Extension · . · . . . 
Th~yo11i9c1tiot1 qfn;ieth9i;:I pe1formance 'IYitti a t1ew.mafrix.ii;JntE1rdei;:1 tc,·iissLJre.that t~~ 
nie\hoi;:l.'Miljcort[Q.9e t,c{P,(P"dyc~accqr~te ~.riclcr,ElHcl};>l~{~~~IIA: 1:;p;_1f\;!ti:l?Y!i:1avix_~~Er\l~lons
(Level 1mTable1J are intended for thosemstances in which a validated i11etflpd1s usecl .· 
with amatrix not previously validated in response to a rear or perceived ihreat'to. foOd safety 
or public health, and in this. type of urgent situation itis no(ei<pEl~teq thc1t theJllVS wouldbe 
conslll{ed. Mo1trix.E:l)(lerJ9io.ns of X?lidated methods that are iriten,ded tc, iricrease the( •·· · 

.reiJ'yJ~\pry spppe aref c1ppil~b.ility pnArec1rtirifl;Ja$i{WpUld irlirilip~!(y fc1if ur;c1e(~evej2.• 
valic!_~ti.on in T~t;JI~ 1,:This, .section. provri;:1~~ iJl!ii;l~hc~ 1/),ilx{e~2· vp.li<:!!lteo;•mettJc,dsY> .•··.· .. 
matrices iri ~nt1cips1t1oh .toMthe~e foqd coYnmodities v,Jill pe in<:h.tdil(l iri Agency0Wide testing
Method deveklpers \-nay Wish fo cOnsi.iltWitf, the appiop/iatil fectii'l)cai Advisory Groiip or 
MV~ before initiat[ng iinyl,evel 2valjdation7ork .onniatrix extension, . · ....•.... ·.. • .·.. > . 
11· i~ ;e~~tiiry~ss~rn~q. W~tth¢:m9riW>1e1;}~1dt.~~ a~etrJ.9i:~atrlxis.tg~·· p(e~i9J~1y
vahdate:<:1 \TI~~rp< fqre:• i;:IElf1nEld ;;i,~alyt~; the:. QT\l~.\e:r the prc,tJ;;b1IJtyth~ttJ:ie: riel1/ rnatnlC :,Viii
behave similarly ltrs also usually the casefhatthe regulatory chemic:aln\Eithods employed
by FDA are used to analyze adiversity or products representing a large spectrum of. 
matrice?- 1.t bec:qmes ~nfEla~iple to carry put a m.atriic exte:psion.ve:n~atipn for eaph single
matrix iri orcle( tp expan<;I the score. of the metho~- A.motere:1is6Hi3bl$ approach to ... 
def!1ohs\r~tEl !he: ap'pii~abi!Ity)f ii, tn~theicftq lt s.et Of prodµct IT!~tfic~s}fto valitlatEl \he 
t11~tti9g fP.r, p}fferent "c:?teg?rie:,sn.oJ er9~~9ts,.):,q[ i~~}~n?e:, /3. rJ1lli!1Je~ig9e peisJici9e;rnrthod 
can pe\iah(l;;i\ed for. "h1gf:l-Sl!Q.a[', "h1glH~t", •"h1gh:?Ja(e:r·, "c:lry" ·s1 ndUh19ficprote:1n'·. matrices. 
ApperfdilC,4 proyi~~~ ·g'uf\li~~e ·oh 2ph'iinoc:!ityditeg§de:s 'and i,j!ves·.examples' of ·•·· ·. ··. · 
r~ipresentalive matdce$'iri e,a¢h t;;ilegory. ' . • . .. .. •.· . .• . 

' • • -" ' I:,,-,_ c;. ·,: _:. '•: - '· -.: .·-. '.,. " : '.. , . ', 

Thepurnherqf <;l\ffete11tfQpcf ca(e~orie~t(i l;Je vaHdat,id dep~n.dson.tlie applicability a,nd 
inteni:1$ifuseof th~'m1ft~iicf'. 1htifri1eitfib~ is s)ieblijcto Qr11y brje C}1le:gclry,,6nfy'onftvpe of 
foo,i:J.d.~,~g}i\.(11~rq~~ij~lftlie~pJl1lia,~Ui~.i~Ms!i,r.(~:~i:-ge,~e91fori,of phf~\i,lllt~{,,{ri"pr~qi;l.ss.ed 
f901~}; t9e,q.. a,11lPP[9J?r.1N~;t;W.rJ,1tJ~~ qtfRB~i>lte9or1e~ ~~PY!~ ll1·,111r:Yc!edw, ~ee~r~ert· all . 
ant1c1pat~dtnatr.1ces,.• Qepe11i:J1qg C>lihow many c;;iteg<1nes~1I/ Ile vahdafedra. m111 l!Tl\Jl11 of 1 
- 3 representative matrices fr"Qm ei~ctt 1;~te9o& ii\toutd l:ie~elei:t$~. > ; ·.··· < i ·. · 

··.r--r>·~.--- ; '•;"~'.--;;<, '"· ·· ---/',.' 

3.4 Limit rests (common seini;quantitat/ve screening inethoc:1). . · . ·..·.·.. ·.·. ·.· < ...· . 
One specific c;~te9ory ofqual{t1tive ,m,i(hc,ds inclui:Jes}irrii\ tests (blnaryorpa§s/failtests)for
aha\¥fe$ !~athave aciefinedievMo(c/l11'ce(n. 'the pdrpo'se bfihesi;lscreenfng methotlsis' 
todeteirn'ineif anal~e ispteserit wifh'~· ~911ten{ritfor)'riea(or al;61fe·theM9sr bfceiricern'. 
Th[i,[s l11~ohlrast tq sc:reenihVij,eiti9d~ wh9$e ih\ect(/edpllrposiii{tb ~etehn)nEl me '\ . 
pre{~nce•or· abf;eric~o(a'rr aha!yfe!'at a'.hf l~viiiJ, t.imTt fest, !T!eth'dcl ~atidia(iOrl$ rnUstinc1t1de 

. determin~ttor;cift~epreB,sJoh'c\t ttietttetlio(t"fotahsnaMetsJ··attfie (eVe:t<s> of concern. 
:· ':~:-:-::-:)/:'\1,~_:?'·- ;'- -.\ >.:<--\ _;,::_-··-(/_<<.-, .:_:< i : ..···.l __:,;_,:_<;t:_;i\··_r:· .r {"' :_:\: i-r:l;:: :-•i_•'.:.·:;:>:·<_'..':'"_'(.. :-:'.· ·: :·•__~x.<.i/,\-·.rt-' r->?._•i-:_.,. -:::_:ii_i~_: ,.,:(_:;, 

(ihlit te'st\ciee))]r,g tnetli9ds, in g~rierili, ·shoµld "t1Vefiq f?,lse ))~Q afriie's Wittj'fal~e iiegil\iv~:
rat~'$ f~p{e~$½tin. ',fess thin 53/o'pfthe !!O~lytiGll'!i'e'sUl(~trt\E'i' <icc:iltr~r~e ~ffillse p!Ysiflves is 
leiis\Srfftc~v~r~~~~re~g·efi~1Mfpq~ffi~~s~te}grtl\~tan~1ne~'.t:Jy'qg'!if'ltit~Wfe'.()t·c?~ffri1ia!9iy
rnethocls, Hil.Wev~r\f~l$$·p9~iti1tetates, 9noy1c1.lypiq?lf1 ()e·res§'tlia/1 tP.~15%\o av9icl'f{:•. ',.·.. 
urn~c:e~silrY.COiifinn.i.tp'rv.te~tin~;•. !cle,al% !irrtittests~re: ¢apa~(eof rapiclty screening~ large 
n\lrnoet '.of ~arnpli:!sfo'miriirniz.eth~;ti~ed'fofi!lddi~onal;;inaiysis,;A ~qftin,ofi'i'ipJ:lr!'la~l:lused 
in lirn1tJe~l~¢re~nip~ fne!H9~s'i~Jef; ~S-:1!\'~ ClC>[lff.i.len~~J11ter.(al,J,9 ~~.·~ J~~~ratocy'Jllre$~9td ()r . 

··· cut,'i)ff vafuev'!hetebyorilyr!:)spohg$s' aqolie,l'ia\va!Ue teq1.1(r~fUrlhef tE,Jsting/ f'ot a•li1n,it•: .(i- · 
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G1,1ii:lel1'n"e!l.tPripe.¥f!l!~iJti<1?RM?h~~f~lM¢thoc!~

fprc;tbe F/;>AJ:'Y ;Pl9111:i!!l, -~,,t\E.Q,. ,· · · 
' - ·••'<"i".·'7""'\Y",.•"' p.•c·•~.,-, -·,·;'""' .:··.,,::--~c.-.•~ct•'.-" .''.c ;/'.';···~~.f.->>:._ <,,;.-<,,s-;,"i\:"''·".(_, :;•_;e~. ;~1/-'T;">:~':5':,:.'<'::!"f':C":.•.''<"~'(,<\"-':_.~ ·,V.•~:f'.'.·,..,~'.t-'•,;<"'f'.;:;,:•·•~;a:c ,•.'•,">;,., ;,,,,.,~•;; 

tell! bsis.ed, on. 90 instrum¢ntre,5p9J1~!:l. a thr~sh!?)~,Q:r,c;\!t~q~,),'~IYe c;!:if:))l~ d.11\errnin¢p bya 
confidence limit, .based on an estimate of the stanp?,tjqeyi~t!90.9fl!W.f8.SP\:1,Q~e9.r; , .. · . 
concentration of an analyte in samples fortified with the analyte at the level of concern. 

;; ':-(,·,;_,·:.,·- ·•.. •{• !: •:, V .. . . -. • 

E;liiiroRle:, , .• ·,,,,,,i,c•.<,,,,,, ,.,:.;,.;;· ·,/, : ... ·· 
Mil!< ~a.mple::i (n;i;,21}were tgctified 1«ith$.IJlfiif!lt:l,~()?iine;,itttie leYel,qf,gi>.np.ertj:( ~o . , . 

. · ngtm~), A, '"PcM,SiM~ !iO)itJ~$(spr¢ening)"ttt:l{l:19<i was,us~i:I to mea$,!lfEl,thi$ iiri.ig it) the 
· . ,,el<tryicteq milk $,jrr!Ple~- tne.r:ti\,?,n ;QOrl«;entr!lfio.i:i {01,1qtj Wii!S lo. beJ0,'$9 niitroL With !! · 

~ts1/4<;111rd,qev111tio.ti .9(41~ 9. '4..t~i!;iiihoicl,Qr gµ!~R!f i@l\!El:wa$.i:'alc11J~tEl~ :sq .½at ~~% :o.t . 
!lii!(llplEljl :p,c;in,IaJ,nin9 .t;l,!1f<l!JlElthafi.nefit,o.rJ)8ciYeJ~. ,).g/!!)~ v,,,o(,ljq.,!)aY~,~--f.!1l\B9~S~. a.t:>.9ve 

· theJ!)reispglctyalue: . . . . . . . . . 
:: ·'.,;': /~ -; "t,( / ..- ,,.\ ,.-,<;,; . .·-·. :::. _, ·:"~: . . - -:,,..-· ~-:." : :,,,i '·'~t- :.;_/; (:. 'f; ,:,··,~ 

-Threshgld value =; {meal) 9oncentration ~ (t • sti:\f'!dili:d dey[plion)] 
· · = [10..Q9-, (1.74p ~ 2.19)] = 7.21 ng/mL.,. .1 

Wh.ete t'.~~;~st~il;~~t~d~ot.'s t va/y~ f9rnc1 /fe[Jre~;_"6rtri;epr;,m'1:111~~9~%,£9nfi~e11ceJi;vel 

This appr~ach can ,;Jso. i:Je'u~~d for irnmvnosorberit all~ays such';s.er:iir~~Jin.kec;(,. 
immunosorbent assay (ELISA) oroptical biosen:jlor,assays,, Th!!s.eJesh may be non­
competitive (direct measurement of anaiyte response) or competitive (ini:lired . ·. 
maa$J;lr.e~}. .· .. A11;1lys1$;0{d11\a f,i)1'!1 a tl!;lJ11Peljtiv.eJmm;inpspr!l<1Jnt testsho.1'1.19 acppµpt for · · 
the faotthii!t{be observe¢ response .deGre~ses With. iricJeasing ,an~lY\e WQC~iitr,itiQri; ·.. •· ..,. ·. 
therefore, ar~sp911se,!0Wert~;an .the tl:)re~ti_o.ld,orcuj:,;,ffY{OLJlqb,ecion;;iic;l!?r~d i,Pri;,u/nptive 
positilie,re.spo'ri$e.,fbriirnmuriqsorpent.i$says, it is al110.ifi'1porta,1Jt to mea,s!ire,the:r~sp.9,gse 
observe1.Horbl.mkrna!ri,x sanii:>lel! and tq 11eritythattn1, bliJn!<response i.s c!istingul11hably 
(statistically) :differentfr�P1 that ey.ttie tht~sholq, . • ·, · · ·· · · , ,, ...• · ·· · · · 

1~&:1;: -~~ 

P'ertorinance- characteristics oflimit tests: · . . . . . .· .. . . . . 
Validation of new Hmit tests should include, at a minimum, evaluation oHhe following ·. 
peffe,r-manse"l;:.J'iarooer-is{ieS'-sellSitivfty; speeifTCity; precision, threshold-ort:ut=off valae,ials"e 
positive rate, false negative rate, minimum detectable concentration (should be lower than 
the threshold/c_ut-off value}, and ruggedness/robustness. · 

3.5 Qualitative Broad-band Analyte Screening 
Broad-band methods that can detect many compounds are being utilized more frequently as 
an initial. scr~ning step as part of chemical contaminanttesting in FDA laboratories. These 
methods usually involve mass spectrometric analyses and provide qualitative information. 
For example, the data obtainedmay be compared to sin established reference such as a 
database of compounds with exact mass and molecular formula information .or spectra in a 
compiled libr13ry. For regulatory action, any positive findings from this s,creen should be 
confirmed by a targeted method (for example using a LC-MS/MS or GC-MS/MS platform). 

. . 

TypicaU~, initial validation of these methods is performed using a limited set of representative 
analytes and representative matrices. For ex;:imple, sets of analytes that contain 
compounds from a variety ofchemical cl<1sses from the area of interest (e.g. pesticides, 
veterinary drug residues, or common chemical toxins) are tested with the method using 
representative 1)1atrices. The performance characteristics that may be evaluated include: 
sensitivity, selectivity, false positive rate, false negative rate, minimum detectable 
concentration, ruggedness, and confirmation of identity. It is understood that the method 
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perform#Rce frayk;~ry Wi(h th~ ctittereMliMss'es &C5rnpob[l&!.:·wut/t.is·irnporta'nttd· haye an 
initial efah:iatii:\h eifthe method's capabifitlesc' · ·.·· ..·. :.< •· ··. · ·• .·· ·.• · .·. •. •·.· . ' · ·. :..·• i i 

: ·., '. ,-, •,· '\ j. ;;,·;-1~ .-.. , -, ...-:. .' . ,, ,. ,·; ,. ' ·- '-·' ,·. : ;\ :< ' . .. 
. : _··-: .. "', _- ' •, ' :·, . . ' ·- ·. - . --, •' ' ) . ' ''' . ' ·.. 

Laboratories continuously expand the scope of these broad-.band methods by adding new 
arial\/)es ..that Corne to their .ittentionthrQUQhvarious sourses of intellig~nije, In addition, a 
new c6mpouhd mighfbeJound jri a sc(rnple afteracqllirect d~ta ate pdJllpa(ed to the ,; · 
refereJ-\ce databases.• In these. caseii; so'rn~ ye'rifrcatTOh that tile ariaiyte c.iri be date'c:ted 
reliably ~y the sd~ening method lsretjuirecl. \'Vhe.n· a new compouncl is added 16'.the scope 
of.a·q~;\lil,'.jijve method, itshollld first .be aeten111ne1Jwtiether thi!i i:orripourtqbelqngii toa 
dass of conipOllnds that has·already been validated for the oroad-b,aiicl .. ~ethod,Jf tilf new 
compound shares chemical characteristics with an existing class of c0111poutids in the'scope 
of the method, then it may suffice to select '1 few representatiye matrices, pe1o.r(ll a single 
level spike in these representatiye matrices in d!.ipHqat.f ahdde{Elrmirierthat reprbdudble 
recovery is obtained in order to assess Wliethei' \he ahalytei cah be detected effectively by 
the method.. ScElnariosthatmay require a ful.1 Validation would include.a ni,)wanalyte being 
added to tf,e SflOf)El bft~e btoad0 ban.cl rrietfiod that was not reprellented byany of tlie 
compound c,1.isses alre~dyjn the scope. Also, ifthe new analyte requires modifications in 
the extrac:\jqi) protoc9l clue td its c,herrlical tha(<lfteristiss,. then its inclusion .in 'the ~cope 
shoula be ftillfValii:la\ecl as recommended by this gbidanc:e,: 

AlthOUgh):iosittvefindlng!i by the brbacl-b$ndfriethod ,ite sUb]et;ted to 6onfirm8ctofytestlng 
~sing a targetE)d m¢thod, it.is still irnportanfto'dElterrhine, thrnugfl proper v.alidationand 
v1rific.itioh protocols; that the broad-band method aces riot give rise to a high number of • 
folse, negative ~hdfhgs. ·False negativEl in this ~ontext means th¢ mEitl)'Od fail$ to detect a. 
reslduei in its scope When tlie residue is P(ElSeiriJ/(lthe rnaldX$1br~bpvethe level of . > 
concern or minimum detectable concentration. \1\/hil&the positive firid'/ng oy the !)roai:l~bahd r;(··.. ···. 
method is subjected to further an.ilysis and scrutiny, negative findings are upheld as such . '\~ 
and a regulatory decision is made based on these.rei;;plts, e.g., to releasethe.proc;tucts into 
commerce·. •i • • · · · · · · · · 
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APPEN01x·1 ;G,0$saryo.t:r6:r01s ··· L · • · • ,s,,,,, .. ,, · : , 

Generally, references 13-17 were utilized in prepar;tiori of this ~lossaiy, · 

Actyr~~y: The f;lp~~r)~~ Qf,3-gr~m~~f~$~~f), fi~s,!(~$Q,if~~[ arl a9g~pt~d rMerJnie · 
value. Wfieri applied f6 lest results, accuracy frfoh.ictes. a'cdmbinatiori ofraiil/6[h ilnt:t .· .··. '•. . 
systematic error. When applied to test method, accuracy refers to a comhina'tl~n'bf frueness 
and. pr!:l9i.S!9P, ,· . 

. ..11;:.:,,).:_. -·,·;_.,....-, ..;,_·. \., ·. __ · _._'.,, ·_.:'.'"'_. i-,.,,.:.'._.:'• .. .. ,:_;,r .. __·,l .•. ·..',.;·· .... <,ii.. : .. -"~,,·-·: 

Actiop.1.ev~1: .l,,el(@l ofc9119ern oqc1r9et l!!V&lfor 11n ah~IYie.(11?1 nju~t pe,re)iably Jqe11~ifled
or quantified in a sample. . . ·. · . . ·. • ...· . · .· . . . . ~ •·• ...•... ' ' .. ' ' · 
• ,,,,:' -.;._ .-::. :,, C .••__. ·- ... ' ' i ', • ·-: \ ! ,-, ·,.- ., ,·••\ •. '- : . : ' ,-, .,, '' _..: __ ,. • L: ,: ·-·;_) ._ . '. . : ., ~'-_' ., : . ' . _1' '.... _.- ". 

An.~lyt~; Jhe c:hemicat §l/1:/~tance n.ie,Hll/red ~i'~p~iid4en!ifieqlf'!a teiit ~a'fiipie'tiy Hie · 
method of analysis. .. ' . . . . i i. ' ·. ·• .....·· ... · " ' ' . · .·• .· .. ·..•..· · ·. ·. 

Ary,l.Y.t!<;1'l.~~~i;!Jj .... ':n•~f1ci,lyti9c11 ~~tSh9onfist~9f, s.i.mplEl~,.. ~tar:idiJ,rds, .~Q<;l,,\:>IJW~ll."1(pi99are 
analr.z,€),c,l,J9,Qiltrer\"(l_tt]tqe, .s;,=i,me 111,!ltryog ,~9~,E)~Ct!ln~ 5cs11l)e, lgt;ipt.rea~e,~.ts}a!rJc,l,'!\',IJP yie
manipulations common to each sample \A,lilp1n !/1e.~arnet11l)e, pe,poi:! (m;µciUy withfQ qne day) 
or in continuous sequential time periods. • '· · · . · ·· · · · : ,. . · '- · · ' · ·• • 

C.:__,. ,'-..a.'•.-~•,~,•-:'1_.:_~ ', ",-,~• •-,<:- ,•::•_.•.••..:. ~,>::,. ', • ',,a\••••'• C •:•""',,.a,:,•••••,'•,•,;••' ,--,; :. • •.: _; ,•••:•:, •• <<-,,~', : ~ •, • :•••• •., • •, ~: 
Bias: JhEl diffe,J-/:ince tietw~~.ri ttJe ex~bt,af1(iriol'!he t~.~t r~$ult ~rii:! tl)etrue Vi,'l,IUe qf' ·' • . 

. accepted referenceva'lue. Bias is the tot.ill systematic erfor', and tnere may be Orie, 6r more 

. syste,rni)tk; l'lff%Sqrnpqnent~ c6ntriq4ting te}IJe, p1f1S.,, , , , •. , .. 

Blank: A substance that doesnot contaiii{h:; analyt~s''i/iritere~t atid is s~bject'ea lci'the 
u~u;;J.me,a.~4,~r;r:ie.nt prP.fEl.~~·, Sla.~kSQcl!l pe,Jll~IJ~r pl.a~~ifiec,l...i.\i ,\11,e,thQcj,~l,;,=i,r*s\rp~Ir..ix.. 
b!1mRs,IEl~fleot.1?J~nK~,111st.rur:n,ey9J P!,o~~; ,~nd -~~1~,,l;>!anks. . . ··. ·· ,; ..i .>' ; ..· , .. · 

.Calibraiio~: ·D~til111i11atio'ri o~~J~i~i\ci,;;d~JJetWeeiith~~~·?~l~f-~··~.. 
generated by the measuring/detection system and the qllantity of aiialyte present in the · 
sample ll1f~sure~,, Typ,ipatty, t!)i~ is. acc9Q1J)l)s!J~ thf91Jfl!l t!Je, u?~ pfpc1lipratig[l ~!,c1n~c1.rds 
cortaioJns J1n9vvq~IT19LiQtS:Pf<1r1<.1Me. . ..•• .. · , · · · · . > . , (, ··. . . · ·· ·... · . ·•.· 

.Calibration Standard: A'kno\,1/n ~rn;J~ror\:611ceht~alion bf ahalyte u;ed to calibrate ihe. 
mea§!,lrjng/detepti,oo sy*t!i!Q)• 1',;l.•1x.J:>e ['l~;tf!lf !Jl<llCh~~.f(?,CSJ>~.~ifi~.!>jl)lpl~.rr;ic1tr[£Ej~..,, • 

· · , :···./,\,::.,,/.:.,;. s·>..tL ,- :·: :.:\. -::-·: .. ~.'''. · .- -r':.,,.,-'Y. ::·.:.- -. ·._.. '.':;:,;--• ;"_'·-·-:-: _ -'".·-,. , · . ' .__ -: . _·_ • 
Carryover: Residual analyte from a previous sample or standard which isreta.ined in the 

·1:1na1ytical SY§!~rn ~ni;t.m~.aii\lrE!c\ in S\JQ§(;l!l!Jem i.11inR!~t AJ~o W)tled m~msio:,; , . 
, ;i. _'..;,·.;,1:~:'~f-'-" <..',i5 :c~ -.: ·_·. \,,;-·_ ~~,-,·:_::\_;_ ·L, <:_1 ;._.:: , ;,~:~~\·_i:: ·,· -: .;<i::.: i..;:· ,:·~·-.::: .-~L: :-,,__ .__ ,, '· ':_,~,; ·1 .:-"_,.:,,. --.::y :;·_,:,_.;_ ,,:· :--. -:.,, ., .· · 
Cert/{i.~~ B,f,etejl,9,f M!tl~tii!,1 c9.~):· .~~fer!!ap.eJii~!7ft1J!.;llcc:.9tjipf!Q1$d..by,tJ:9-'c~m~9ia,ti6n 
(cert1fJ<;1Jte),.1~.s~~l?·Y an,aut_hqpt11ti11eJ>pq.y,1J11cf p~v19i.1,1g1me 9r/)lore.~R!:!c1fie,d. property · 
values with associated uncert.iipti,es ;,=i,nd..!r,:19ea,b,ili!Y, usiQ911~Jid.pr,9~d.~rei.. Nqte: 

.Standard Reference Material (SRM) is the trademark riaine ofCRMs produced arid 
distributed by the, National Institute of Stang~rds arid,J'eshnology,(NIST,\.. 

Cl;Jec~Arialysji;; ~esu!tJrorn a~eP.C?Qcf.iflcl!:!Pe11~nt an;,=i,lysis whic.l;l)s ci:irnP11red lllit.hJhe 
result frorn the, iCTi\i,lll ilfli!IYsis, Typip.1j'!Y, pheck.an?lyses lire Pe(fqrmed. by ii diff,ereot analyst 
u~ing the. $ame method. · 
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GUidelirtes fof t11eVc1ffctatlOiJ•·bf Cllehtic~I Metr10cts··· 
fpftfii,i.fE?A t=YNLPrg.qram,?"

d i;c:1:; .··• 
Contrrritationofldentity: .· Unambiguous icleniification ofaiiilnalyte(s)·byll hfgt\lyspec:ific..... 
technique such as mass spectrometry or by demonstration of results from two or more 
independent analysEls.in agrE,ement. 

Connrrnatory An<11ysis,/rv1eth?cj: Jr:iqep\:;f]delqt ar:ialysill/pJEl(hod y~edto COQfirrn ttie rElsUlt 
from a~ ir:i/tiE{I Oti;creening ,.(~,ilysts. A cliff!:lrentn\ethqd is Often 11~~<;1 iii cOriffrrnaUori Of .. 
screening /.El_s9lt1>, .· •·. ·· < ···.··· ·. · ·· ··· 
Cut-off(:oncentration: In qualitative analysis, the concentratiOri of the arialyts that is· 
Elittwr st<1tisyca.lly lpwer than the levetof con9ern(forHmitfo5ts) or at whic.h poSitivE:l . 
ideritificalion·ceases (fer corifirm'atiori bf icfontity rnetii6dsr See also. Tfi.reshoid Value, . 

Fals7 Nega,~ive ~iite: .rn (!!Jaljtati'{e ap~lysis, a m!la~ure of how often ate$! resu.ltif)djcates 
thatanamiiyts is nOtpresent, wnen; in fact, it is present or, is present in ,in amountgrE:laier
than athreshold or designated cut-off concentration. . ·· ·· · · •. 

faf~e.Positiye ~~te:. ln ctu,ilifative a11c1lysis, a·rnea~oreof np.JJoitiOa t~{firei5ult.jntjiea!es 
that ~n anaiw\ is present,\YhEJ!{in ract, 1tWnotpresent or, /spreseht i11}1ri a'rnqunt less.·· 
than athreshold cir desigria.ted cut-off c6ncer\fra.tion. · ·. . . . . . . .. . . . 

Fitness for Purpose: pegreeto which data produced by amei3surement process ena,bles 
a qser to make technic;allY.and adminlstraJively 6orrect decisipns for a. stated pLtrpOSE;. · 

• • • • . • -· ' • __ ',., ·.- --.-- • . . '; 'f" ' ' ' 

Guidance Level: Lev'el of conc;em or iacti6n l~vel issued uhde\r good guidance p/ac:tices that 
m1Jst be rE:lliably identified qr quantified irt a s~riiple. · 

._ :· '·,•• ''" .-,._ ,•... - ' . . .,·: •.',j: ,·. ·.:.... •.. -, . 

ln'cufred iam~les:·Sarnpies tha.ttQntalriJhel ~na.ly!e(s).cif intereif v;h/ch Were ii6fderived 
from laboratory fortific.alion but frorii $6uices such as exogenous exposure o(eiiddger\ous 
origin. Sl<99'\!P.CJUS expc:>s1Jreincllldes1 ,fCJr ~x~n:iplE,, pE,Sticiqe ysel c9nsµrr,p\ion byan

1aninial,, Orenyjronm~~ta) exposure. ·. ·· < •• '.' < · , . ·· .· . 

inte~er'ence:··'A, Jd5itive orhegat/y~re~pon~¢ ol'~ff¢.ct. oi\r!ls~'&h~~pr6d11C~d ~Yt ..··. 
substance other than the analyte. Includes spectraJtphy$i9al, and Cl'lemicat interferefiCE:li'.\ 
_whtc:h fE,sult in a less \;f~f.!_in or a?cyratf rn!lgs9re~.~11tofthE, <!.nf'lyte. '• · 

lntermedfiit:e ~rec isid11:'.Withiii01aboratoty phic;isibri 'ob(ain.ecJ un'derl/arla!Jle i'.lOndftidr\s;. · 
e,!j.1 diff~rert days, diff!ll'rPt an,ilyst$; <!nd/or 9iff~rentinS1'}Jm,ert~tiqri, . . . 
'·,. . ., ' ··' . ·,: .-:·,. :'.".' .- . ._.... " -,._...: - ..; ..,., .---,-· .•. -"·; '- ..·,;, ,,_,- ·/:· 

Internal Stahdarc1fA chlimicaliatledtd th~~ai\1p(e, ioktib\vri tjl/aoHiy, afa speqifieds/age 
in the anplysis tp fapilitate quantitatipn pfthe analyte,.. !ntf:lrnal !;tanQ.pfd~ a.re used tCJ correct
!of rriaf(()("e,ff~Gi~: inQOri'lp[~\e}p:ikir~c;dveti!}§, '~ic:: .Ah~l\i{e Co~c;~ptra\iph j§'deduc?<lfrom 
its· resP,einil;e·re1ativetoJhat prqdQcl'!tf byt~e)nt~rna) ~t~~dartf .• The}nteM;iIsta)icfatd shpuld 
have 5imil.ir pliysi"ci>:c:fi~ajf6al propEirt,ies"tothJi~e of tlie ~/;aryte.' ···•· ' ·0 < · "; \ ..· '>, .

' 1-:,,_. ).\--:: ,/'"' - ' ._..,., ·i,_; ,t-:··,~:r: .•- _ ·,r, 

LaboratOfy Foi1ifieciMatrl'i\TseeMstriXsp/kf;''.'/ 

l;evi1'Jfco8c~rl)£l.~v~lofconl:ern is{h~ conienfratidii pf an. ah~lyt~ in¾t sJrnpte tt,afbas . 
tobe.efxc~~i1Jdb¥toi-e tf,e'sf.!fnplebs111 ~icorrsl~eii!~.iJiol~tive. _TN~ l:oiiCE,nfra,fiqryca'.Q•!1e'.a . 
fElg~latory t61erance, safe IE,vel, action 1eve1, guloanCslJeveror a labOi'~tory peffofmajii;ie ,; •.~! ....... ·. · .... . 
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( 
<;;yic;1~11ni:!s fo.r t~e \l;alidation Qf G:herriicalJYletboJI~ 

· . for.the f.QA.15\/..M Pri.:i!lram,- ~~tlic;1, · · 
•Limit.oi;betectfot1.(Lo6J:•J11e mfriirnum:ahicl~ntbricqncinlfailon .qf~n~lytft~~ican,6e .··• . 
reliably distinguished from zero. The term is usually restricte<:l. to>the respoose,oUhe · 
detection system arid is often referred to as the Detection Limit. When applied to the 
complete analytical methq~ ,it is.often referred to .as thE>. A1etbod.;l)etect/qf1. Li!JJit (MOL)., •. · 

ii•:)· ... ,• :--:.,-, -·. 1' '·.,, : ·,- '.J:.:>'- .,_: 

LlmitofQuantitation (LQQJ: The minini1,1_m amount orcoric:;entratjonptap1.i]yte in the test 
sample that can be quantified with acceptable precision. Liiiiit-ofqu~mtitc1tion (or • , ,> ·. 
quantification) is variously defined but must be f/Villue greater than the MDL and should 
apply to the complete anc!lytical method.,. •·.· · ,, , , . · 

. . . . ·. , ': ..... ,.;. ;:,,,_ -. "t, ;-,,, ·_ .. ··:' :, .. _, ,·, .. ·.. ·.,_.,: ·..: i' ; ,;:-' . : .. -_-- ;_, {·--\?f<:---;,- i~ /./,: ,:_;)'. -: :. ; . _, :·· -· ·-;' .:' . 
Limit Test: A type of semi-quantitative screening method in which analy!e(s) has a defined 
level ilf concern. Also referrl:ld to a.s binary orpa$slfail te$ts, · 

_.., . \ .. ,. ;,:: ;· - ; : ·~·'r.. ' .. ,-, " ,. 

Lin'earity: The ability.of amethod,wfthina certai~ range, to provide.an)(lstrllmental, .. 
response or test results proportional to the quantity ofanalyteJo.bedeterrnined in the.test 
sample. · · · · 

Matri)c All the constituents ofJhe. t!\ll;lt sample .1/Vith the exc,eption,,ofthe ,analyte. 
·__ -1, 

Matrix Blank: ·A substanc:;e that closely l:l:1ii1ti:ihes the samples being anf/lYZeciwith regc1rd to 
matrix compooef'.ltS,-··Jaeally, thematrixolimkqoes nqt,c:;qritaillthe.analyte(s.) .of jnterestbut 
is subjected to all sample processing operations including a[I reagents used to analyze the. 
test samples'. •The matrix blank Is used to 4aterrnine the .ibsencecoJsignifipi,nt intel;t'erence 
due·to mafrix, reagehts and equipmimt u~ed ·inthe analysis, ;; i ; ' ' .• ·•· ,, : : ,c\ ,. 

r;-:-· Matrix Effect:· An influence ·of one or more components from the sample matrix on the,/·\) . 

measuretijent ofthe .inal)lt$ coh¢e11trati9n or mi.iss. Matrix effec!ii maYbeobserved a.s , 
' increased or decreasetl detectori"esponses, i::6iiipared With those prooucl:ld by sitliple 

solvent solutions of the analyte. 

Matrix Source: The "origin 01 a tesfmatrix usetl hmethotl validation. A.sample mafrix•may 
hi,ve variability tlue to its source. Different food nialrix sources can be define(! 'as different 
commercial prands, mf/trices from differept suppliers, or in some cases different m,itrices 
altdgethe'r.. Ftir•~xample,'if a va'riefy offootl matriceS'with differing physical and chemical· 
properties are selected, the number of sources for each food sample matrix may be l:>ilebr 
more.. · 

Matrix s~ike: An aliquot of.a sample prepared by addirig a kooWh amount.of analyte(~)to a 
. specifietl amount of matrix. A matrix spike is subJect~tl to the eniire analytfcal'procedore to 

es,fa.plish, if the. .!llet~P? is ,ar,pro,pria.,e. ~or tt)e ~n,lysis ~fa. specific analyte(s) in a r,a1icular 
matrix. Also'refetred to !lS a Laboratqry Fortifilfd M,1tnx. . ' ··· · •. ·.. ·. ·· · ' ' - ·' ,. ·' 

' ., ... ' '.(. ' . '!:-::- ·" :- (' :,·- ' 

Method blank: A substance that does not contain the analyte(s) ofintefest but is subjected 
to an sample prOCl:lssing operations including all reagents used to analyze the test samples. 
Ari al/qucit (jfreagent water'ls bfteri us.eel as a methocfblank in the absence of asuitable·,
anaiyte-ffee matrix blailk. . . ., ,:,:., · :,. •. ... . . . . . . 

Method petection Limit {MDL): The minirnumamount or concentration of analyte in the 
te.~ sample that t:a:hberrell~l:>lydistin'guished froinzero, MDI:. is dependent on sensitiv1fy, 
in~irumental nt'.>ise'; blank variabllity,'sarnple matrix variability, and dilutiqn factor. . . 

-_.· :·: ••••• ,,. • • • ' ' _-. -._ > - _-- • .... • • • 
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A:c::;::;,. 

·_ . ' . ,-' _.- . . . ,: ' . :- . . . . ·. ' c:- _:.: ' .· . . . . .. '' '. _,/'?"~"-:'. 

G0idelirle$ for. the Valid.;ition ofChemical Mei:,,,o.cls · 
f9r{h1ff:PAfVMierq'gf~m, irfi:c:J, . . 

Me'thod D¢.V~fop~~nt:.Th~pr6c~ss\ldes1gj1,.9PtimiiaUoii aHct·pre\irninaryassessr\'ient of 
the perftlrrn(!nc:El Characti:!r1stics of a method, ·..· • . . • •. ·.. · . · • • .·. · ·< •·•·. •· · 

· Mett\6<1\f~l1diti611trhEi•process Mder'i1orist;ating ofcoilfirmfng thai a ineth6d is suitable 
forits lnt~nd¢d purpose. Validation in.chJdes demonstrating performance characteristics 
sucn'as acctlracy, precisicm; spacifk:ity, limit of detection, limit ofquanUtaticin,olinearity, · 
range, rugtjedness ancl robustness.. .. . . . . 

Method Verification:. The process of demonstrating that a laboratory is capable of 
replicating a validated method with an acceptable level of performance. 

. ~f . • 

MinimUrn Detectable C:oncentratfon (MDC):. In qllalitatiVe ~rialysis, an estimate oHhe 
minimum concentration of analyte that must be presenUn a sample to ensure at a specified 
high probability (typically 95% or greater) that thei measured re5pOnse Will exceec:I the. 
detection threshold, leading one to correctly conclude that an analyte is present in the 
sariiple. · 

Precision: Thelcloseness of agreement between indepenctenltest results obtai.Hed under 
specified conditions The precision is destribeicl by stati~tical methods such as a standard 
devia(ionm confidenceHrhit oftest results. ·9e!e also Random Error, Precision can be · 
further tlassifi~d 'as Rfilpeatability, lnterme'diate Precision, anc:f Reproducibility. 

all~litative Analysis/"1ethod: Ahalysislmethpd i\1Which substances are.identified or. 
classified 011 the l:Jasis of their chemical;bioldgi9al or physical propertii:ls. The testresu.lt is 
either.the presence orabsence of the arialyte(s)in question. 

: .. ·-. _: -_, ,', - . '' ·.- :- ,_, .·-," . _-, . ·:: ' : ' . . _,' .. _' . : . . . .· . ' . . ;__ " ..
Qllantilative Analy~isll)llethod: Analysisli:net!:Jo<J i!1 wtiich the a111ountpr corcentration of 
an a11 <1tyte .IT:lay be deit13rrnine!d (Or e§\Lnia,te.t) and expressed as a.nul1ierica.1 yaltJe J.n 
appropriate. units with acceptable accuracy and precision. · · · · . . ' . . 

., R;El~clci.ffi ~tfqf;;. Co11ipone11tqfmea~(Jr!=l111e1Jt err<;w.tt,at inrep1iq:Cit,~,irieasufemerits 'v'.arie5 in 
·a~.Uppt~.~i.qt9blgn:,arin% , $ElEl.?!~P F'(Eiqi~icm, , , 
, _ ·\_i(: i_t:.' ,-_. -c;_::>,, .'.: ....::-· ,:t,_1::,. ·_:;,_'_;; :c: ___,: ::\\ ,".: .'::/<•;/'_,,, ____ ·_·_ '.;i_; ,-t .;-/.-,, '::>>;/':,: -:' -, , ':r.._: _. , ._ ..-:::_ -_,,:,_ ;'·... -;·;·\.:.. ••. _,-..-'.·:'i .- -._.;, \:(:;<,_ ,_ii,·;__ _.: 
R?nge;:, T!:11ti11tef\ial of cp\1i;eh\rat1oh over wtifcti}t\e rnetho<! provides ~tJitaqle ac;curncy ·. .and pt~d~torl, , i · . ··.· . · · . . ... ·.· .. ·....•. ·... .. < . ,· • ·• . ·.· .. . ' ..... 

Rea~entJ31ank: .Reagents used in the proc~dure taken thr<Jugh the entire method. 
R¢.a$.eqt §la.11~s,are PSElfl to.d.etermi11e me absence pf,signJficant int(lrfere.nce.dye ~p. 

.re~gei/tI~ 9r,equiprnert ui;ecl_ in}fje .i~i3lysi~: . ; << . · . . ., , ,, . 
:-'.'.;.~>i;~}{J'..i}r.: .. '. C:~·,-.,-:,.' \. \)<>.:;.:,'.-\ -.i, .<: ':_·. \. ;~· >,:.•_:_\--;)i:-'_):_ ·_\ ·.; <2._. ;·/}:_,·::·,-:_- :':/' /·_,i'(_,._-, .~_;",,-_ '; !_, '-0-~ _'i·_ :·:>··:--. ··.: '_.' -, : -: -/_.·- _. 

Recbvery: .. The proportlon ofanalyt~,(ij:tc;ifri'ed:or a,s{Hed)..r~rjlair:iing a:t th~ p,qiri\9f tfje fir,pl . 
det.!l.rrnination frOmthe analytical portitiri oftHe Sample measured. Usually recovery is • 

·~~;~r,2se~~~.;,r:;~rnt~~i', J•\••····'···.·./ ,•.··(•.··•···.. '···· .. · c\2,c•···· .••.••... ,t ..;:,''··•··•···· .. ,..... 
R,11.{!l~~\!:~~- ma~e~(~!.:..•t;,. rl1<1tefj~J,· i;;~~iimtty,twm.9.Qepp.u~,'sl!1~ ~I~91~yvitl:i WSP;~fHB··ori~ or 
[liore ~pec1fied propert1es,wh1ch ha~ f:!eer est;:ibl1phed.to be fit f(?P.~ 1n\en9\'jcl µ5e !(I.a • 
mea.s(irement process odn exahiinatidn of norntnal properties. · • • . . · .. • . ;, • . 

·'.-- ,;//}},_:-'.(;i ::_\i:\·i.t:l/:~·\:·'.i({;t/i-\~\:ii::°-·: ·_,.:·i· .: ·i:::.:_ ::::"·:_.://1_:"-ti><i :\:.:,'.::'.·:,--:>,_~--- ..' -~~~ ~-'ii'·},_:.(,:::;_j :, {: / ·/::-·/;_. ;; i :_ ";-- _,/-t): >:<. :·:,; :-'.-:< 

J~~!~.r.~.~~~.l\t,ai;i~ati!:·A,~t~~p~r~.'. g~ri~f,~!l}tt;ia~i~!j .meiw~tt~~f111~\[P\q~\¢.iJf,q~~~,. ;;, •.... 
ai(a1lal:>le. ~tf~;§l'('(!Q lpA~tlQl}ffl·fl•. !:IJV~ng~i;!~Q~~,t1on,fr9m ~IC/11 IT:)~<l:~.Y~ment§ar~Jp:acl~ or . 
derhied. Note: Generally, thts refers to r$ci;igiiiiet! nationaf orifiteii:\a\iol'ialtra~al:ile " . f , 
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(. 
Guid.!-llld!:!S fPt~h!-!Vi:ili!;l1:1fiQn Qf .Ch!,lmlq11I ~etho~9~. 
. • . . ... fQ{':J.he f.PA.J1YM.,fi!r9gr~rp;.~~~ii;g, ··. ' .•. 

,; .-, ~ o·: ,,, ..•,• -. <--~•-·,,,,, .,_ ;,· --;,--,::•Y"·' -,·:·- ,rt Y::-.,-,,-.-,.,-.._,._-,,· ,_ "<J·- ,- --·~'t-.''..'' I 1,.4._ ·..:'- -, ·p~ , ,··-:--~-;'~-- ,, .. ~, -- ,rn _.,. ":I'.":''··•\'. ,-.-_. ••• -.~-s.:, _, __.·'.".. ,,:-a, ·,--L._.. -~_: _.,_., 
.standards provided by a standards producing body such as the National lnstitu\e bf 
Standards and Technology (t-,11sn. · ,). -- . 

Repeat1:1bility;.,,f'fep.isi9p..\'.l~ta1ne£1. pr:id'ilr qbservatiOQfQ!JJ:l}po,r:i~.wh!,lr'il,if'.l!:l!!P!,l!'ld!l.fl! \es!,• 
resl)\ts are.otitain'ild with the s11rne.metho.d on id~n.ti.~ltf;ll>! 1te1ns tr:i the.•-s.ime test facility by 
the same operator using the saine equipment within.sfiorfintervals of time. . 

., ,.;; • ·- ·- _._,_,_··· ,.. • ' • • ., '· " •• : ,·:, ·-... ' ' < • ,. • ".· ', '". _, ,--". - -_" • 

Represe.f)t!ltiV!;? An;ilyte; ,An ana{yte tiseq to BS$!,!$$ P[Qbable.a11alytipal P!-lrfom1<mce. with . 
respect to other analytes having similar physical and/or chemical cfiaracteristk:s. Acceptable 
da.ta f,or,a r<1pre!!Sntative analyte areassµrne\:f.to.show .t.h.i! perfp(ro13nce iS ..$.a~.sf~PtocyJor .. 
the rePr!-lsente~ 13ni;ilytes.·~epres;(italiye an.alyfos .$hould inchJde. thqsfforwhich !he worst 

. performance is 'ill(Pected, .. R~prli:$el')ts1tiV!,!!3nalyt!,!S a((;l used rn0!1t!Y f9(rio11starg(;lte'd •· •· 
analysis and unknown screening 'procedures. . ·. .. . . . . . . .. ... .. . . 

I '; ,l;, ,. :. 

Representative Matrix:. Ma\rix used to assess;' prqba~I~ an~lytlcal P~rl'.ormance wi111 . 
respect to other matrices, or for matrix-rnatdied calibration, in the ,malys/s of broadly similar 
commodities. For food .matrices, sirpila(ity i& 1,1sµally pased Qrithe amou.nt of water, {ats, .. 
protein, and carbohydrates. Sampie pH and salt content can also h?Y!-l a i,;jgnificant ~ifect 
on some analytes. · · · · · · · 

Reproducibility: Precision obtained under observation conc;litionswhere independent test 
results are obt1:1ined with the same method on identical test items in different test facilities 
with different operators using different equipment. 

Ruggedness/Robustness: A measure of the capacity of an analytical procedure to remain 
uriaffected by small but deliberate variations in method parameters and provides anC'.'i 

'\( indication of its reliability during normal usage. 
' 

Screening Analysis/Method: An analysis/m!,lthod intended to detect the presence of· 
analyte in a sample at orabove some specified concen.tration.,acitonor.!arg.e:Uev.el). 
Screening methods typically attempt to use simplified methodology for decreased analysis 
time and increased sample throughput. · 

Selectivity: The extent to which a method can. determine particular analyte(s) in a 
mixture(s) or matrix(ces) without interferences from other components of simih,r behavior. 
Selectivity is generally preferred in analytical chemistry over the term Specificity. 

Se11sitivity: The change in instrument response which corresponds to 1:1 change inthe 
measured quantity (e.g., an'alyte concentration). Sensitivity is commonly defined'as the 
gradient of the response curve or slope of the calibration curve at a level near the LOO. 

Specificity: In quantitative arialysis, specificity is the ability ofa method to measure analyte 
in the pr(;!sence of components which may be expected to be presl:!nt. The term Selectivity is 
generally preferred over Specificity. · 

. . 
·Spike Recovery: The fraction of analyte remaining at the point of final determination after it 

· · is added to a specified amount of matrix and subJected to the entire analytical procedure. 
Spike Recovery is typically expressed as a percentage. Spike recoyery should be 
calculated for the method as written. For examgle, ff the method prescrities using 
deuterated internal standards or matrix-matched calibration standards, then the reported 
analyte recoveries should be calculated according to those procedures. 
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GuidElllrtes fofthe\faHdaUon' of ChE3m.icaf rvie.,.ods···. 
. . ·. . fslrthfFRA '3Vr~'!if'rQgt~rir, zr~l;<,t.. : ' 

Standard: A substance of known identity and purity and/orconcehtratiOh. { ... 

St.i~.ti,frd .~efet~nce.Materiai ($,~M)r .· A•¢ertified.. iEJtilren.ce rliat~fi~I issuetj by'the.Natlcirial 
ln§iitutesof Staiidat~s ancl technoicigy (t\llST) iri the United St<1\es: (www,ni:st.govlSRM}. · 

~y~temaUc error:·.. componentof measurement errOrthat. in replicate measurements ... ·. 
remains constant or varies in a predictable rnahner.. Thismay alsO 'be referred lei as Bhis: . 

. ··-~.j . . . . ., . . . . ' . . ' ' . 

Threslie>ldYalUe:•....!nquali.tative.analysi~.the C:QiiceiitratiOp o(tne· ahalytafhat )$ either 
statistf6all/1owerthanthe level i:Jf cqhqerii.(forlimit tests} or at Whi9hp9sitive identification 
ceases (for cOnfirmauon of identity rnethOd\;). See'alsi) Cut-o~(;ondentralioh, . 

I ' , ., • ,-, •••••• ' • , ., ,,, 

Trueness: Thedegree of a~reement of the mean value from a;erii;lS bf;neasurements 
with. the true value .or accepted referanpe value.. ·This is related to s.ystematic error (bias). 

unhertAinty: f\JOn-negative para111eterchatacterizing !he dispe/siohofffie values beir\g
attributed lo the measured Value,, · · · · · 

.· i"' 

,:.:,, ' 

,{i \ 
~ 
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... .,.. ·, ., ..-, ,_,,-.· ' .. ' ···--·- -.,:·''•, ... ;, -,. "·----·:.,... •:·.,,-.-:,,-,c:,r:••1 .. ·,;,, -, ,,'i.:C•'.r,-•··, ,:c.s .,,_,,-.....~, ,,......,,,;-";,-:"-".:_..;-.: ·-:..•-;,,·,·::. "''":. ~:-c;-,.a -,;-,·,,:"···•:· ,.,.-,~-:_,.•·•·'·__ • '."""c.·--:,,~-'. .; · •c•'•• 

APPENDIX 2 .,_ ·~xamples ,of Acci)pta:brlity {lriteria for Certain f>,erformal'!qe ._. . · 
Characteristics' ·-' ',.: . -· ·• . . . . . 

.. ':.•' -~ 
· '.._· .. '.~:>.<-:."-.;::;._'.~:-__ .-_~_.?'".:, ::,_-_.. ~;- •. ·, .-_,·,.•>!:-'.-':._-.';,,. _:·. ";·.;,_:~ :<c•;.:_·11.'i:· •. .-' :•." -~•-' 

Exc!mples pf.c!cqeptabilily.,criteri? arefpun<;l in rE1f~re_n9e$.7.,9, 10,141md 1~- N.9 llingle ~efof 
acceptability is going to be truly applicable to all methodology covered in the FVM prograni •.--. 
However a good st~rting point for.many methods is found itrthe Codex Alimentarius 
Cornmissic:,n, Procedural Manual,TW!!hlYssecond;eci:, 2014 (10] - ' •.··. . . 

-,:_1, . 

A. Qu~ri,t'/iitfye "1~(~p# A,..t:C~P(a,~J(ityt::riteria, . 

. Table A2.1. Method Crite~ia for 'Metho~ L,eveJs ~t ln~reas-irtg Order~ o(Magnitude 
(reproduced in part from reference 10, Table 4, p'. 72 and refetence 7) . . . . ·.· ' 

. . ·.... 
• ·.• 

0.0004 0.004 0.02 0.2 2 20 200 2000 
.. . 

. 

22% 

22% 11% 8% 4% 
. 

3% 2% 

22% 16% 11% 8% 6% 4%. 

. 

S44% S32% S22% S16% S12% S:8% 

60%- 80%- 80%- 80% - 90% - 95% - 97%-
110% 107% 105% 103%115% 110% 110% 

. 

•ML is a method level and can be defined for the analyte(s)/sample matrice(s) combination as a 
maximum _level, minimum level. normative level or conc.entration range depending on the intended use of 
the method. 
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Guldeliri~11 fc,f u,~ Valicf~ti~O 9f ChE(rni~~I .M_e,.rods 
..fi:!t)li<t i=_1;:yi, fYM pr9grnJ:itL~11~~g; ·.· · 

-TheRSD,.ofR~peaiiibfiify·rr'edsiibll.refe'ri td the cfogi'ee ofagreeinei\ibf. resurt~-~hei. conditiqni~fe 
maintained as c6nstantas possible within a shbrt period of iime (eg., relative standard i:levi<'licin.ql.c -·.. 
replicates or bestprecision exhibited by a sing le laboratory). typically, accepta~le values for RSD, ;;,re 
betWeen_ ½ancl 2 times the val(Je shpvm (HorRat, ': RS_D, (found1%)/~SDr(calclJlated'. % )). For 
coricentratlon t~tids_ ~.10~7 f-16iwitz theory is ilppiied,. For concerilii3tiOi1 iaffcis <10"7

, Thompson theory is 
applied, .· -··· • · _,; _•·· · . • ,., · · __ .· •. ·c• •'i .. ·... --•····· ,' · , i , . __ .. ·..-.··•· ._.>, >. __ •i : ; e;i _-·. 
•rh.e PRSDe or Prec;t1cted Relative ReproducitlilityStandarJ DeJi~tion i$ based brilhe Hbrwitzffhompsbn 
equation. For concentration ratios< 10·7, Thompson theory i$ aj:ipUedc •• • • , •. \•,_ ·. ·.. ·• •_.· · 
.. The RSDe or Reproducibility Precision refers to .the degree of agreement of results when operating 
conditions are as different as possible (e.g., same test samples in different laboratories) and should be 
calculated from the Horwitz/Thompson equation. When .the Hory,ii1+/Thp~pson equ.c1ti9.r;i is not_ <1ppli_cable 
(for an anal)'tical purpose or according to a regulation)or Yinen 'converting" l)lelhods ihlo·cri\e'ria ihen it 
should be 9ase,i on the R<lDe frorp an ;,pprppfiate rpethod performance study. The ra_tio between the 
found and'predicted Vali.ie should be !52. (HorRafe =RSD,, / PRSDi<,; 2 ) ., ' ' .. -·•. • 

B. Qualitatiye IVlethoclA!:c:epb1.bility Criteria 
' )' ,·. i• 'c 

There·are si~nificahtly f¢w$rexamples of$~C.\ptabilitycritdriJ forqJaiit[ltive methods_ .. 
available. AOAC is ~sihg a_ relaUvely he'll Probability of Detectioi} (POD) model as away to 
characterlze the performance bf qui'Jlitat)Ve rnethods[9l, . ... 

As discussedabove,limittest screening methods; in general, should minimizefa]~Jli•i,· 
negs1th1es particularly at the level of concern orr~porting leveL The occurrence of fal!>e · 
positil,:es i?l¥ss cdtii:al sfnce presunjptive pQ$iti,ves ;:ire further £inalyzet;I by QU!3nlitativ.e or 
confirmatory methodf However, false positive rates should typically be less than 10,1Ei%in 
order IQ s1void unnecessary confirmatory testing (14, 18}. 

Table A2.2. Gene~al Method Criteria fo~ Limit tests/Screenirig Methods . . . -·:< ·> . ,··-'· . \ '.- . . ,- ·- . .,-. ·,·' :•,- ,;···· ,:. ·,; ·,_;-•·. ,_, 

. Falie Negati\/li Rate .. s5% at tfie level6fconcern1 
. ,••,-- . ,.-;,,... ' ,. 

F~lse Posltiy~ Rate . 

1 Acceptable falsie negative rate depends sigriificantly oii the inte'ndeil purpose of the meihod. 
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Guid(,,,~~- f,91: {h!tV,11.IJd11t/9.11,9f..<;nwnJi.a.1 Ctnod~ 
for;:tll!!; fPA tVfJt ~t9sraquZ" ,.~d,'. ·. . 

APPENDIX 3 - Examples of.Validation Plans 

A; Extension to other matrices with the same analyte{s) at Level One Validation 

This,.iipheme,represents .a~ e,'r'fi~r~e9cy µ~e rnet~pd)xten11lort p/~~ for .M~\rll< Y!!nd fl\il~!yfe . 
z. T~is plan utilizes two d(fferent sources..*f,rTJ:alri1C: lfl.,ffJf?.('rvl;i~, a(Jflf!~ept~tfve, IJ1~tt/f. 
IS belf/fltf,SFt<:f__t9_q(la[iJC(flrJ.Z,(}_ a who!(}_ fatpi(y_ OfC'?PJf11~f,l!fJ.$, /t IS reC-Of'(1{1Jen,9e,1!JhJi( ·• ..·. 
additional; different comirlqgft!es fr<Jffl, tij~(fani)ly f;lf'e l1$~ci ~s ·soq,:c~s·. .f\lqte th~UNs pl~n . 
is for emergep9y t.ise 2il(Y -:;,We r:i~v1:-ina\rl{(off11ll\(i9e$) q~tjnp(~~ oft!pla)ly 1/iplug,eR in th.e 
scope ofthe method (mt1I at the minimum a Level Two Validation 1s performed. 

Table A3.1. Plan for Matri/( . .1;:xt~nsipn (LeyelOnel(al_i9_atiQ~, E/(ample)
>.\.-.: ·._ ·:-· i:, ·, - ,, ':, :-· -\ ;,_, -'.. : ·. ;', : -' :',. '. ;,'., •.. '. •.'•; ·: ' :·,. ... 

.. , An_alyteZ AnalyteZ Analy!t,Z 

Matrix 
Samples 

1 &2 
·Fo\'iiMtl · 

Samples 
Ft>rtified 
Samples 

: .· Fortified . 
·samples 

·.,,. 

Day 1 

.. ·. .. 
· M~\'lixY 

(Source 1) .. 

.,,•,. 
Blank 

3&4 
.1/,Xs/ilke . 

Level 

5&$ 

x:Spike' 
Level 

.7&8 

-2X:sp1~e 
Level 

Day 1 MatrixX , 
{Source2) 

.. 

Blank 
y;i(Spike 

Level .. 
xsplke'· 

Leve)·. 
2XSpike 

Level 
,:·· 

• \. -~- ',· ... -· 

Notes: · . · . · · · · . . 
i. Test portion matrices listed as Matrix Y represent 2 different CQf!J{[lercial brands. . , 
ii. Fortification le11eis.: foitifi.cation will be at the/eve/ ofconcern qraction /eve/ {X) as stated in 
the method and at live/$ corresponding fo 1!2X and 2X · . .·. . . . 
iii. Fortification ofeac~ matri>< can be don'e on the same day. . · · .. · 
iv.. Q(/J§z[{gftiflQ.atifill:fiisfi.shJeetiagre:q11iremm.s.ccspecifieain tfi/fl.ii4may{Je ttsed, 

B. Extension to sirriilai analytes in the same matrix at Level Two Validation 

A validated method can be extendecl t; other potential ang)yte(~) bel911ging to the sam(:l ·.·. 
chemical group. Forexample, a toxin roethod cc1n lle.exteriqed tqQth!3r tpxins. Anexarnple 
of the composition of a set of validation stuclies fpr methoq .exten.§iC,)I) is shc;iwn in the. : • ..· · · 
following talll.efor new ana.lytes Y al)d Z in,.canneg .corn from 3 dift~ent. soy_rceswhere .!hei 
method is validated originally for analyte A in cprn. , ·., 

.: .;. 

Table A3.2. PJan for.Extens.ion to Similar AOalytes (Level Two 1/alidation, Example) 
. 

Matrix 
AnalyteY 

fortification levels 
I AnalyteZ 

fortification levels · 

Day 1 
. 

Corn 1,2,3 0, 1/2X, X, 2X 0, 1/2X, X, 2X 

Day2 . Corn 1,2,3 0, 1/2X, X, 2X 0, 1/2X, X, 2X 
. 

. 
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lll('Day3 Corn 1,2,3 o,.1,2x, x,2x l o. 112x, x, 2x I -

Notes: · ' · . ·. · · · · ·· ' ' '·. ' · · ' . ··•· · · · " · · 

i. Thr~e q(fffrept c;ommer~illl Prand$ of sa(11eprodll¢t V>lill be ,all;;,fY1r1· .. _.... ·. •· . ·•·.. , , _. . 
ii. FoiJific[ltiop /ew1/s;forf,iffc;~tipn Wil( br at (h~ lev~lp(coqc;ei116f:actionJevel (?<J llS stateg in 
the methQd and Ell !¢vets corresponding to t!2X and 2X ···.. • ._ •- ....· .. ·· .·. -•··• _·.·. •.··· .... ·'. _.· ·. · . _ ._ · 
iii. E1Jch anatytfwil/ qe at)aiyze(f in btahk patrix <1ncf ai' 112)<, X and 2Xfortificiitioii levels. 
iv, SimuitaheoAs anafy//iS of the ahaly/e// cad be arit1eit1Jf<e/1,if warranted. ' ........ ·. ', .. ' 
V. oiher'foft1ffcati6n',:,1ani 'meeting requtieiiieht:s sprJi;ifled ih 'tioi/,11, f rri!;iy be used. ,

• . - .• '.-" . ,' ;,·, _,• .::,- ,', ' '.. ,.,,.,,,_ . ,-. ·, c,,,;,_,' ' ,,• 

' ' 

C. Validation at Level fwo'to'/ sihgtl 11i',itrbc anci sin~[~ ari~I~{ 

Thi$ plan uU!JzE;>~3differehtc9m111ercial brahds of One mc1trix.,The si~gle matrix is being 
validated for asfr1gle anaiyte... , ' '· 

. . '.. -

Table A3.3. Pl~t1•forSi11gl~ M~trix and$i11§1eArialyte Level Two va(id~t,on (Example) 
' '•' . . ' ' .. '· ,. 

' ' 
Matrix 1 Matrix 1 Matrix 1 

source 3Source 1 Source 2 ' _., ,, -,: 

Fortified (X) BialikBlahk
Day 1 Fortified (2X) Fortified (1/2X)Fortified (X) 

Blank ' . BiankFortifi1i)d (2Xj. · 
Day2 For\jfied (112i<) Fortifled (2X)Fortified (1/2X) 

Day3 
. ;.- .. ' ' .., 

Fortified•(2X) ., Fortified (X) Fortified(2X)
Day4 ' Blank ' Fortified (1/2X) .. Fortified (1/2X).· ,' - ,·,cl . , ,. . ;.·.:. ,,' .. ·, -,· 

,: -~ ~:-r· ._ 

Notes: < .'• , •. ', • , .. ··-.·. < ·.··....• . .·. ._ .. ·. 
i Saniplel/Jatffx, represen\S c?Qe rri~trix frt.itr, '3 diffefen/ 'si)Vfc/espfmatnx> >·-, .. •·•... ,. _·. •·•· ,• '.·• \ 
ii FdrtificatioifleVefs: forlificatidnwil(/Je aHHefeve/ Of concern oractfqn level (X) as Stated in the 
metho~ aiid{it level~ 9otre,s'f5'on(}/ri!J tq' 1ax{lnt.t~x; .'. 'i\ -·... ' · ,. ..... ; .. ·.. ·. _.. _·.·· ..·.• ... '·.. ,, .. 
iii Each of 3 diffli!te'nt sourtes ofitlatrix Will be analyzed 8 ti(f,eS (repiiqe1te agalyses) ovef:thEi · . 
course ,of experiment, two times unfortified, 'fWQ t(m'es fdrtifieaat eachleVel.' t :i .: 

iv. The Vell(dation 'flil{ take p/acr 0V(3( aperiod of4 day1,,' ·•·' .•.. ·. '· ' .·,,... ··.·, > ..•• •··.. ·.··. ' 
v. Other' fi:!ftiflcatioii plans ·meeting requirements specified ih Tabla 1. may be tiseci> • 

.2~,-. 
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APPENDIX4"" §ele¢tion otJiepreaentative .11/111tru:et'\ , · ··• · ·· ·• ···· .. ·._ .. . . ' . ' . . '.. . .. ·, ., .·, ' .. . . ;, .;. . " ·,· ... ' ': ..·' . ·, :.. ;. . ' . '. . . ·- 3' ' 
. . ~~t· 

. _ ·'·.\ ...!;'},, ..~ :'.''.~.-·'···.,l'_l"-;f!~:~\ - · '.··.:• .. ' '·· 1 ._·.... , ,.. · ··. 

Two tools that can aid in selection of representative matrices·:aY1d ¢RMs when des@'!ihg a 
validatiorf pfotpcol for a met~od irt!ilnded to havfil 9pplicability,t{) _-ii broad scope fif ·pr~d~cts 
are shown below. F9c,f1 99IJll'Ol!i\ign varies greatly making the valida,Uon of methods " · · •· 
intended for a, wide vafie.tfo(foods adifficul.t balance between a.vailaole resouq;es and 
1,1.lfficierit\iandatiori wl!h 'aVafiefy 6f food types. . •..•.. . · . · .' ' . -·-- ·. 

. . . '- ... ~,,:.: ·. ·'. ' - :., :. -;1;'. ·J · ' .- - . . . 

A. Commodity t;rroups and represehtative:c;ommodities ·· 

Table A4.1. Vegetable•and frnits, C(lrflals an.cl food ofAnimai"t>rigj,i (reproduced in 
part from reference 14} · · · · · · · · · · · · · · · 

. CoITill]~~ity ,;; fftr/l!!;l~!:tf:1
~' •~01;¥'.f'/nffe;,Ji1'f'ires~;~ri}Jlf~i}i:s,/·•.- I 

veaetables/cucµrbits 

. 9r1>upi. • 
1. High water Piini:e fr.uit · .. • ..·· ... ' <·'' .Apple¢, ,ke,af$ . . · .. ·_• 
content ' ,; . Jtio#_fr,t;i1( ' ' · ! ;Apricots: 6tiefri~s;'~eac\ii,s i' 

·eananas ' . ....... , ..,: .· · · .. 
0nidns 1eeks' 

0 
·· . ' . . 

... ·. ,Fr4iting : , , Tomatoes, peppers, cucumber, melon· 

Cauliflower, Brussels sprouts, cabbage, broccoli. .. 
•Leafyye~e!ables Lettuce, spfriach, ~i;ilantlfiesti.herbs .. 

. . ,... :'· Siein and .s1alk Celery, aspa,r~gusve!i;ita!;ifes . · 
F_resh alfaJfa,fodder vetch, fr-!,s11 sug~t beets . 

Fresh peas with pcids, P,e~s-, inijnge tout, broad 
beans, runner beans; French beans 

LeaVesof rwf~fi"lf' . ' -·· Sugar beet and foddet beet tops . .tu!;ier;vaaetables· , , ... ,_,:,·.:, . . .. 
. fiqot /:ind tuber .· Sugar l;>eet and fodder beefroots, carrots, potatoes,. -veaeia~les or feed · • ·· · · · -sweet ootatqes 

2. High acid - cttf~ltruit •. · ·--·- Lenions, mandarins,talillerine's, oranges . 
content and high Small fruit end Strawberry, blueb_erry, raspberry, black.currarit,red •water content . . berries . currant. white curtiint. i:iraoes · 

Other Kiwifruit, f!ineappi°e, rhubarb 
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~J!1:~lb~i1 Hon:tctned fruit. ' Honey, raisin's; drie,d apricots,driedplu1T1s'. fruit Jams . 

. 4a. High.9iC • 
content iu\d very
low waier content 

4b. High oil 
content arid 
intermediate 
water content 
5 Highsta,rch 
and/orp·rotein 

·content and low 
water and fat 
content 

6. "Difficult or 
uniquia 
commodities" 

. . 
~;:~itd milk 

. •... . ...· • . . 

7, Me.at (muscle) 
and S~af<:>o~ 

.·.. · 
.. 

.. Tree huts' ..·· ....·· .. .... ·. ..·. ..·.· .· ·,. • :.•· ·.•··...•.....,_ w.~1.·.n.'.!:ifit:.·.·~.az,e.,J.n.u_··.•1.:s_.. ,.,'••·.· • . ..•... 
f-.'-·~-'-"-···'"'-'-'c:·-'c......'--'-f-'--'"'•·¾·•+ ··.:.c_-:'-'=+-"-S~'-.-'+~"-"'-'=+c~c'-~•=c.·,---J 

Oil seeds Oils~cl rape, ~1:JnfloV1er,.¢0U6i)7~e.ed, soypeo1ns,
peanuts, sesame, etc. 

Pastes of tree nuts ·. Peanutbut(iar, tahini; haZelnyt p~s\eand oil seeds 
Oils from tree nuts, 
oil sgeilsafooily Olive'oil, rapese~d oil, sUriflollierbil, pumpkin seed oil 

fruits .· ; ,._, ._-, . ; . 

Oily fruits arid Olives, avo¢ad6s ai)dp'astes thereof 
i. product~ ... ,. 

,'. ·,. :- ·:; . ,. -. '', : 

Field bean, d.ried broadbeart, gtfed haricot bear\ · .· · 
vedetal:iles/oulse$ . 

. D[\' legume ' 
·.· (vellow, white/navv, biown..sOE!ckled), lentils 
Wheat, rye, barley and dilfgtain; maize, ric.e, whole

Cereal gra,ii\ \!hd meal bread, white bre<1d, crackers, breakfast cereals,products thereof oasta .:-:·-' \ .. '.-

. . 

.Hops, cocoa beans and products thereof, Coffee, tea, 
spices ' 

•, . . .•, . " .: 

Red.muscle Beef, pork,laifip,riaine, tidrse ·,. ,. . ; 

. : .,-. ·,.~- '' J ,·; ,_._. ',_, .... -; _:. 
White iilus¢1e Chickei;i, iju~k;\U[~E!y. 

·.. ··.· ..• .Mffk;\ ... / '.··., ' .. Cowjg~t:~n?\i~f;f~tj~il~. 

.•··.··..• ¢h!il~§e ,·. . '.•··..·••··.·.· •·,..·· ,....· . . GoW:~~9fl?a,tghE!~~t 
Qaity i,r9~9s1~ .... ·'·•• ...• . .. ..... ... vogUrt,_9re\lfftl' 

Li 
'I 

···K·,•·d.·n•. e.•Y·.·. ·•a·.·•.·.·.·.· ..1·a· .·.· · .· ·· •·· · ·· ·.· .· .... · ·· · · · ··· ··· •·• . :.. , . · · ·· ·· ...· ..'.•·r.·d·.·...·.,•.·.., · • . . / ··•· ·· •.. · f?ifrqr\ll'i)~af /• .·•·..· ·•· .· I• S , •· .· 

10- F_~t frp(ll fpqP.. • . > M1i'1Ifaf '·., ... . \.>, ..•B. u.·«.!lf_... , ': ' 

of animal ongm f...+.~·-.+···.,c,.,:,:"" '-~--,--~-=·+++=--'-'---~-~·.....:.,...c'+"-+•""- ·· 
. . · / ' Fis.h oil ·.· \, .. Cod liv,iifoil --·.,., 

.·.' :. --·, 

http:1:JnfloV1er,.�0U6i)7~e.ed
http:1.�.n.'.!:ifit:.�.�~.az
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B. AOAC Foocl Matrix Triangle 

The AOAC Food Matrix Triangle (Figure A4.1) can be used to categorize foods and food 
mairix reference materials into nine sectors based on rel.alive fat, protein and carbohydrate 
content[9, 19, 20]. This tool can be useful in the validation of methods intended for a wide 
variety of food matrices and to help in categorizing similar food matrices for methods 
intended forniore limited applicability. 

Figure A4.1. Foods Partitioned into Sectors Based on Their Protein, Fat, and 
Carbohydrate Content 

100%Fat 

·67%Fat 

100% 67% Carbs · 33% Carbs 
Carbs · 33% Protein 67% Protein 

100% 
Protein 
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