
Microbusiness Notes 

TESTING 
. Be allowed to compliance test batches of concentrates with the ability to 

create medicines without the expense of compliance testing for a specific 
custom medicine for an individual using only compliance tested 
concentrates as the only active ingredients and a maximum of 3 inactive 
ingredients. (the waste created by the testing requirements must be 
included into the cost of compliance testing) 

Since Microbusiness batches would be small, the ability to retrieve the 
samples taken from the testing lab for their destruction (with the batch) 
inclusion into the marketplace, or submitted for remediation. 

. Allow Microbusinesses to transport to batches to the Testing Lab with a 
sealable container (EG Trailer) instead of the $80 per hour transportation 
fee charged for retrieving the sample by the testing laboratory. 

TRANSITION PERIOD 
. Products from 2017 or before have: 

1. Been paid for by the Retail outlet. 
2. Been inventoried/audited by the State and entered into Track and 

Trace. 

3. Have a mechanism in place to inform customers that this is not 
compliant with the current regulations. 

Therefore the transition period should be modified to read "until all products 
are sold or destroyed". 
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MICROBUSINESSES 

Smallbusinessbank.com says: 

Micro Business Vs. Small Business 

Micro Business and Small Business: is there a difference? While the two may seem 
similar, it's worth distinguishing them from each other. Both types of businesses, Micro 
Businesses in particular, are forever redefining the American workforce and the economy 
as a whole. So which are you: a Micro or a Small Business owner? 

Micro Business 

A Micro Business can be described as a business that has only one owner, with a total of 
up to five employees including the owner. 
More and more people of every age, particularly women and minorities, are starting their 
own Micro Businesses because of the upward mobility and flexibility that they provide. 
You can do things on your terms, according to your skills and your passions. As such, 
Micro Businesses are becoming too important to ignore. 

Representing a staggering 92% of all U.S. businesses, Micro Businesses are changing 
the dynamics of income, wealth creation and quality of life in America like no other 
business factor. 
They've had a profound impact on American job growth, contributing to the creation 
of over 26 million jobs, the most of any industry. As a result, they've also contributed to 
the creation of 1.9 million indirect jobs and 13.4 million induced jobs. In fact, if each 
Micro Business owner in America hired just one person, we would reach full 
employment in America. 

Small Business 

A Small Business, can be described as a for profit business that is independently owned 
and operated and not dominant in its field. Small Businesses typically have more than 
five employees but can have as many as 500 employees, depending on the industry and 
the product produced. 

Over 22 million Small Businesses exist in the U.S. They are responsible for 
creating 64% of new jobs in the last 20 years, and for providing the most new jobs in 
small communities. 
solutions, you'll have a a cache of resources to help support you in all your business 
endeavors 

Lovingly.Legally @ Gmail.com 
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Quickbooks says: 

If your business runs on an extremely small scale, you may actually be considered a 
micro business. This smaller classification of a small business means you operate with a 
very minimal amount of staff, receipts, and business activity. Although the difference in 
classification may not seem too important, there are a number of things to keep in mind if 
you do operate a micro business. 

Micro Business vs. Small Business 
All micro businesses are small businesses. The only difference is a micro business is a 
subset of the small business community based on the number of employees within the 
company. While your company can technically be considered a small business even if it 
has dozens of employees, your business is a micro business if you employ less than six 
people. If you are a sole trader, self-employed, or have no employees, you operate a 
micro business. There are other guidelines that can also define whether your company is 
micro or small. If your company required less than $50,000 to start or if your company 
does not access traditional capital loans, you are running a micro business. 

Challenges of Micro Businesses 
A micro business faces additional challenges that other businesses, including larger small 
businesses, do not face. You will have a harder time hiring employees and drawing in 
talent because of your lack of exposure. For the same reason, micro businesses do not 
have the same customer reach as larger companies. Traditional financial institutions may 
refuse to issue loans if your business is too small. Micro businesses have a harder time 
developing lines of credit with vendors because of the increased risk of default. 

Micro Business Taxation 
The taxes you pay on the earnings of your micro business are potentially not treated too 
differently than any other small business. If you incorporate your business, it is taxed at 
corporate tax rates. If you choose to operate as a sole proprietorship, you are taxed at 
your personal tax rate. Most micro businesses are more likely to operate under this 
structure because it takes less effort to register and file paperwork, but the business 
structure you choose for your micro business, or any small business, changes the way 
your taxes are assessed. 

Payroll 
Micro businesses are in a unique position regarding payroll. You may have a few 
employees; this requires you to perform payroll functions and pay required payroll taxes, 
but you may not have enough employees to warrant a large-scale payroll system or 
reporting system. Your micro business is better-suited with a flexible system that doesn't 

Lovingly.Legally @ Gmail.com 
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require a lot of setup. As your business grows, having a larger infrastructure 
becomes more important, but it's hard to justify a large-scale implementation for a 
minimal need. 

Cost Cutting While Maximizing 
Revenue 
Your micro business will have different operating goals than a larger business. It will 
have less expenses than a larger company. Because of this, your goal should be to 
increase revenue. While many businesses try to cut costs, your costs are probably already 
low. As such, a major difference between a micro business and a small business is the 
way the micro business improves its bottom line. Bigger companies can trim operations; 
micro businesses must grow them. A micro business may just be a specific type of small 
business, but it faces unique challenges that force it to operate in ways different than 
other companies. 

Microbiz.org says: 
Micro enterprises or micro-businesses are everywhere in California - the organic tomato farmer at 
the Saturday market, the childcare center at work, the technology service firm who fixes your 

computer when it crashes, your favorite neighborhood restaurant, or the new sophisticated ice 
cream truck. 

A micro-business is a firm with five or fewer employees, started for $50,000 or less in initial 
capital and that may not have access to traditional commercial loans. Micro Enterprises start 
small, but can grow quickly into large job-generating businesses. In fact, 85% of all businesses in 

the U.S. are micro! These very small firms generate close to 25% of all jobs in our economy. 

4.2 million Californians are employed by micro-businesses. 

3 million micro-businesses are sole proprietors. 

Micro Enterprise development organizations provide comprehensive services to help 

entrepreneurs start and grow micro-businesses. These services include business planning, 

management training, market research, networking, business incubation, and loan packaging as 

well as financing of microloans. Many are non-profit and work for the best interests of their 
clients. 

Micro-business development has been growing for the past 25 years in the U.S. as a means to 

change economically distressed communities by supporting the start up and growth of new 

businesses, jobs and revenues. In the U.S., the field has gone way beyond noble efforts to boost 

entrepreneurship in traditionally poor, developing countries. 

Lovingly.Legally@ Gmail.com 
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RECOMMENDATIONS 

The only limitation on Microbusinesses (aside from regulatory constraints) seems to be a 
10,000 square foot limit on cultivation. 

The Bureau has determined that cultivation is not a required activity for a Microbusiness 
applicant. 

In the name of clarifying the definition and realistically setting parameters for the small 
operator, we propose that: 

CANNABIS THAT MAY BE USED BY A MICROBUSINESS 
1. ALL Microbusiness licensees may only outsource material from other licensed 

cultivators whose aggregated canopy is 10,000 square feet of canopy or less. 
a. For example from one licensee that cultivates 10,000 square feet or from 

four licensees that cultivate 2,500 square feet of canopy each etc.. 
b. Microbusiness licensees who include cultivation as an activity may also 

outsource additional material as described above. 
C. Notwithstanding, Microbusiness licensees who include manufacturing, 

and can demonstrate the capability to do so, may outsource additional 
cannabis that has been tested and found unsuitable due to natural 

pathogens (not pesticides) for remediation. 

PREMISES OF A MICROBUSINESS 
2. The overall premises of a Microbusiness need not be restricted to a single parcel 

but rather may include another parcel or parcels, under the ownership or control 
of the Microbusiness licensee, for an accessory premises. An accessory license 
may be granted for accessory premises for an activity on separate parcel limited to 
one accessory license per activity. 

(3) (A) "Microbusiness," for the cultivation of cannabis on an area less than 
10,000 square feet and to act as a licensed distributor, Level 1 manufacturer, 
and retailer under this division, provided such licensee can demonstrate 
compliance with all requirements imposed by this division on licensed 
cultivators, distributors, Level 1 manufacturers, and retailers to the extent 
the licensee engages in such activities. Microbusiness licenses that 
authorize cultivation of cannabis shall include the license conditions described 
in subdivision (b) of Section 26060.1. 
(B) In coordination with each other, the licensing authorities shall establish a 
process by which an applicant for a microbusiness license can demonstrate 
compliance with all the requirements under this division for the activities that 
will be conducted under the license. 
(C) The bureau may enter into interagency agreements with licensing 
authorities to implement and enforce the provisions of this division related to 
microbusinesses. The costs of activities carried out by the licensing 
authorities as requested by the bureau pursuant to the interagency 
agreement shall be calculated into the application and licensing fees collected 
pursuant to this division, and shall provide for reimbursement to state 
agencies for associated costs as provided for in the interagency agreement. 

Lovingly.Legally@ Gmail.com 
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(ap) "Premises" means the designated structure or structures and land 
specified in the application that is owned, leased, or otherwise held under the 
control of the applicant or licensee where the commercial cannabis 
activity will be or is conducted. The premises shall be a contiguous area 
and shall only be occupied by one licensee. 

BCC Regulations say: 
$ 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. 

Nothing is preventing the Bureau from creating an accessory license 
for an individual activity within the Microbusiness license, should 
there be a necessity or desire to perform an activity at a 
premises/location other than the primary premises/location. 

It is worth noting that a Microbusiness may be in and of itself an 
accessory use (Home Occupation or Cottage Industry) with the 
Primary use being Residential. The Home may be the primary
Microbusiness license premises. 

SECURITY 
3. The local jurisdiction shall be responsible for the review and approval of the 

applicant's Security Plan. 
a. This plan shall be "Site Specific" based on circumstances and conditions 

pertaining to the premises for the activity. 
b. The approved Security Plan shall not create an undue burden or hardship 

to the licensee. 

c. The Security Plan shall include language pertaining to the treatment of 
cannabis waste and destruction. 

INSURANCE 
4. Insurance limits shall be tiered and in direct relationship to the gross receipts of 

the Microbusiness. 

SPECIALTY MEDICINES 
5. Medical Microbusinesses may produce small quantities of specialized medicine 

with specific potency and/or cannabinoid ratio and/or delivery methods (eg. 
suppositories) from batches of medicines that have been previously tested for 
compliance without having the additional expense of compliance testing for the 
finished product. 

a. These specialty small quantities may be used for individual patients with 
specific needs or for research. 

b. Aggregated quantity of the cannabis products used to formulate these 
specialty medicines shall not exceed 40 grams per production run. 

c. These specialty formulas are limited to three (3) inactive ingredients and 
no additional active ingredients. 

Lovingly.Legally @ Gmail.com 
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d. Amounts of previously tested product used for these specialty 

medicines shall be entered and recorded using the track and trace system. 
e. These specialty medicines may only be sold by a Medical Retail licensee 

or Medical Microbusiness that chooses the retail activity. 

TESTING PROCEEDURES 
6. Microbusinesses may be allowed to bring batches to a third party testing facility 

to reduce costs. 
a. Batches for Microbusinesses will, likely, be small. 
b. Compliance costs per batch will remain the same. 
c. A Microbusiness that includes distribution as an activity may be able to 

make plausible arrangements, with the third party testing agency, to 
deliver the cannabis products for compliance testing in a lockable trailer 
that would have a security seal applied after sample retrieval and until the 
testing quarantine is complete. 

d. Transportation manifest would be required to be generated and recorded 
with Track and Trace system with a notation "for testing". 

e. Video procedures may be done with a remote camera. 

Lovingly.Legally@ Gmail.com 
6 

https://Gmail.com


CALIFORNIA 

O 
COMPASSION 
COALITION 

The following document was produced by the California Compassion Coalition, an 
organization comprised cannabis compassion charity models serving patients 
throughout California. Communities served include but not limited to Veterans, 
catastrophically and terminally ill children and adults, as well as low income 
communities. The following recommendations are intended to provide input from 
compassion charities across the state as to what would best benefit patients in our 
communities and how new requirements could potentially impact the most vulnerable 
members of our society. 

SUBCOMMITTEE ON LICENSING APPLICATION 

RECOMMENDATION #1: Labor Standards 

Subcommittee recommendation: Applicants should be required to submit a plan for 
compliance with labor standards and disclose previous labor law violations. 

CCC recommendation: Violations acquired by organizations who were attempting to meet a 
legitimate medical need of an individual and who's previous violations would now be considered 
allowable activities by the state should not constitute a disqualifying act in future license 
applications. 

RECOMMENDATION #2: Disclosure of Owners 

Subcommittee recommendation: Require an applicant for an annual license who lists 
any corporation or other entity as an owner, to also disclose the names of the owner(s) 
of the corporation or other entity. 

CCC recommendation: The CCC agrees with and supports the need for transparency and its 
role in ensuring licensees are functioning in an appropriate manner relative to their license type. 



RECOMMENDATION #3: Information from Corporation Owners 

Subcommittee recommendation: Require any corporation or other entity listed on the 
annual license application who has a financial interest, to disclose the name, birthdate, 

and copy of government issued identification for all individuals who are the owner(s) of 
the corporation or other entity. These individuals shall not be required to submit the 
Information required of owners under Section 5002 (c) (20). 

CCC recommendation: The CCC supports and agrees with the need for transparency and its 

role in ensuring licensees are functioning in an appropriate manner relative to their license type. 
In addition the CCC would encourage the BCC to review current laws to ensure they are 
adequate enough to confirm that transparency of generated funds as well as to ensure 
exemptions and fees are not inappropriately utilized by large corporate interests in ways not 
intended by the initial intention state regulations. 

RECOMMENDATION #4: Annual Fees 

Subcommittee recommendation: The licensing authorities should evaluate the amount of 
annual fees, especially fees paid by people with disabilities and military veterans. 

CCC recommendation: Non-remuneration compassion cannabis activities and programs 
donating 100% of the organizations cannabis at no cost to qualified, at-risk communities should 
be fully exempted from all state taxes and fees. 

Potential future exploration: Fee tiers that take into account the total percentage of donated 
material equal to appropriate tax and fees exemptions for hybrid programs. 

RECOMMENDATION #5: A and M Licenses and Transition Period 

Subcommittee recommendation: Combine application and annual renewal fees for A 
and M licensees conducting the same business activities at the same licensed premises 

and to extend the grace period until January 1, 2020 under Section 5029 subdivision 
(b) (1). 

CCC recommendation: The CCC supports the combination of fees for businesses serving 
both A or M. Allowing for commercial businesses to apply for both without significantly 
increasing the cost will allow for and encourage more organizations to participate in serving 
medical patients. 
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RECOMMENDATION #6: Use of Preparers 

Subcommittee recommendation: Allow the use of preparers to assist applicant in 

preparing applications. 

CCC recommendation: The CCC supports this recommendation, 

SUBCOMMITTEE ON MANUFACTURERS 

RECOMMENDATION #1: Illustrative Guide 

Subcommittee recommendation: Create an illustrative guide for packaging and labeling 
broken down by the components of packaging and labeling. 

CCC recommendation: The CCC supports this recommendation. 

RECOMMENDATION #2: Clarification on Packaging 

Subcommittee recommendation: Provide clarification on the concepts of primary 

packaging, secondary packaging, and child-resistant packaging (with respect to primary 
v. secondary) and labeling. 

CCC recommendation: Allow for medical cannabis organizations to be able to produce labels 
that meet all state labeling requirements of the Department of Health, Community Care 
Licensing, and other state regulatory bodies supervising patients in institutionalized care to 

ensure all patients have access to safe treatment of their conditions regardless of living 
situation. 
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RECOMMENDATION #3: Child-Resistant Packaging 

Subcommittee recommendation: Clarify how and where child-resistant packaging 
should be used. 

CCC recommendation: The CCC supports the use of child safe packaging for cannabis 
products. 

RECOMMENDATION #4: Dosage Limits 

Subcommittee recommendation: Increase the limitation on dosage from 2,000 mg to 
4,000 mg for any non-edible medical product that is not restricted by statute; and raise 
the dosage limitation from 1,000 mg to 2,000 mg for non- edible adult use products. 

Request for Clarification: Is the Milligram limit specific to the cannabinoid THC? Does 

Non-edible include sublingual cannabinoid suspensions and full extract cannabis oil ? Have 
considerations been taken into pertaining to products ingested orally vs rectally? 

CCC recommendation: Therapeutic donations provided through non-remunerative 
compassion programs should not be subject to dosage limit requirements. 

The CCC is in general support of increasing non-edible products to a limit of 4,000mg. It is 
important to take into account that for some patients this may equal only a few days worth of 
medication. "M" licensees need to be able to realistically meet the needs of the patients they 
serve. Limiting delivery of medication for some patients to only a few days worth of medicine at 
a time may cause a significant obstacle, undue burden, and frustration of purpose for the 
organizations providing services. It is important that full extract cannabis oil and sublingual 
suspensions are not considered edible products by the state and inappropriately restricted 
based on those concerns and that the amount of milligram doses be consistent with the needs 
of the individual patients in order to ease suffering, mitigate attenuate symptoms and attenuate 
disease. 
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SUBCOMMITTEE ON MICROBUSINESS 

RECOMMENDATION #1: Security Requirements 

Subcommittee recommendation: Security requirements for microbusinesses should be 
determined by the local jurisdiction and the regulations should not be unduly 
burdensome to small businesses and microbusinesses. 

CCC recommendation: The CCC supports this recommendation. 

Given the unique needs of microbusinesses and non-remunerative compassion programs, such 
programs should be afforded greater flexibility relating to security and storage requirements. 

The CCC would advise the BCC to give clear direction to local officials as to the intent of this 
regulation in order to ensure it is adopted in a manner that provides the intended flexibility to 
microbusinesses and is not used maliciously to unnecessarily increase requirements above 

state standards in order to make complying so difficult that businesses are prevented from 
operating. Our support of the recommendation is based in the assumption that the intent is to 
allow local officials to remove unnecessary requirements. 

RECOMMENDATION #2: License Tiers, Incentives for 
Compassionate Use and Rural Operators, and Fee Schedule Cap 

Subcommittee recommendation: In an effort to create an onramp to legalization, there 
should be a clarification of microbusiness that includes tiers based on gross receipts 
and number of employees. The fee schedule should be redefined to include a ceiling 
that delineates when the business is no longer considered a microbusiness. Incentives 
should be provided based on equity for compassionate use and rural operators. 

CCC recommendation: Based on the CDTFA's determination that donated products are not 
assessed by the excise tax we recommend the BCC delineate between 100% donation 
programs as a $0.00 bottom tier and amend the current bottom tier to read $1 to $500,000. 
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Then exempt the new, $0.00, bottom tier where non-remunerative compassion programs would 
operate free from all application and license fees. 

RECOMMENDATION #3: Farm Stand Sales 

Subcommittee recommendation: Microbusiness licensees should be allowed to utilize 
farm stand sales as well as farm direct sales model (such as CSAs) without a brick and 

mortar store to satisfy the retail component of the license. 

CCC recommendation: The CCC supports the use of farm stand and farm direct models 

(CSA) by microbusinesses to allow greater flexibility for how those models interact with the 
community. This will help to provide access to compassion products for patients in rural areas. 

RECOMMENDATION #4: Single Premise 

Subcommittee recommendation: All microbusiness activities should not have to take 
place on a single premise. 

CCC recommendation: The CCC supports this recommendation. 

COMMENDATION #5: Qualifying Activities 

Subcommittee recommendation: Microbusiness licensees should be allowed to conduct 

offsite processing as one of their qualifying activities and use shared facilities for any of 

their activities. 

CCC recommendation: The CCC supports this recommendation. 
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RECOMMENDATION #6: License for Non-Contiguous Premises 

Subcommittee recommendation: Recognizing that microbusinesses frequently cannot 

operate at one contiguous location in large part because of local land use ordinances, 

and that it can be cost prohibitive for microbusinesses to obtain multiple licenses, an 

accessory license should be created to tie premises together beyond the simple 

geographic location, while ensuring that flow of the product maintains a single chain of 

custody. 

CCC recommendation: The CCC supports this recommendation. 

Future Agenda Item Recommendations: 

The CCC would like to encourage the BCC to include non-remuneration compassion activities 

and organizations for consideration when discussing limitations on all license types to ensure 

at-risk members of our community are not unintentionally adversely affected. 

To contact the California Compassion Coalition please email our Legal Advisor, Anne Kelson, at: 

akelsonesq@gmail.com 
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May 14, 2018 

Department of Consumer Affairs – Bureau of Cannabis Control 

2920 Kilgore Road 

Rancho Cordova, CA 95670 

Re: Recommendation from Subcommittee on Licensing Application: “A” and “M” Licenses and Transition 

Period 

To Whom It May Concern: 

As a representative of Herbalogic, LLC, a cannabis manufacturing and distributing business, I am 

submitting comments in support of the recommendation by the licensing subcommittee to combine 

application and annual renewal fees for “A” and “M” licenses conducting business at the same licensed 

premise, as well as extending the grace period until January 1, 2020. 

Allowing for the combination of the “A” and “M” application and license fees is advantageous not only 

to the businesses involved, but the government entities involved with compliance. Apart from the “A” 
and “M” designation, the application for licenses are identical. This creates unnecessary time and 

excessive fees for the same analysis on the part of the licensing agency reviewing the application. For 

compliance purposes, combinig the application would create less paperwork and a more streamlined 

review process for the agencies and fewer fees and filings for the licensees. 

Per section 5029 of the bureaus regulations, currently licensees are temporarily permitted to conduct 

business regardless of the “M” or “A” designation. Therefore, keeping that standard until further notice 

would help businesses be consistent in their practices. The comments by the BCC staff regarding the 

potential for extending the grace period until January 2020 and how it could “further delay 
implementation of certain regulatory requirements,” does not consider the fluidity at present with 

regulations, and what is best for ensuring an effective application process. Furthermore, there is nothing 

in the statute that prevents licensing authorities from having a combined fee for “A” and “M” licenses 

for the same activity at the same premises. 

If you have any questions regarding our comments, please do not hesitate to contact me by email at 

freddy@freddy2012.com. 

Sincerely, 

Freddy Suastegui, Presiden 

mailto:freddy@freddy2012.com


 

 

 
 

 
 

 
 

 
 

  

 

 
 

 
 

 
 

Dear Chairman Rahn and Ms. Blackshire,  

I would like to suggest a point of information and possible discussion item for the Cannabis Advisory 
Committee May 17, 2018 meeting.  I and others would like to hear from the Bureau on the start of affairs 
on licensing, the roll out of track & trace, and enforcement plans.  I have heard but not confirmed that the 
Bureau is no longer requiring a complete application for an annual license has been submitted to the 
Bureau section 5001 (g). 

5001 (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. 

My concern stems from the financial burden being put on annual license holders, where there is little 
return on their investment in an annual license. If we ignore the legal requirement, and focus on a return 
on investment, then the annual license fee is only worth paying for if it gives the licensee a competitive 
advantage over an unlicensed or temporary license holder.  I predict that the temporary license holder will 
continue to delay getting an annual license to avoid this fee. 

I would further like to know from the Bureau what is the state of the Track and Trace system rollout, and 
policies during the transition.  For example, is it possible for an annual license holder to add tags to 
cannabis and cannabis product that they receive from a temporary licensee that lack tags? Without the 
uniform use of the Track and Trace system it will be hard/expensive to detect and stop illegal cannabis 
from entering the system.  

I look forward to seeing you in Oakland on May 17th. 

Sincerely yours, 
Marc Whitlow 
Colabrativ, Inc.  
126 Ravenhill Road 
Orinda, CA 94563 
510-375-7929 



 
   

 
   

   
   

       
 

     
    

 

 
     

 

 
 

 
 

Comment:  I am the co‐owner of a Cannabis tincture business.  We have received our local and state 
(temporary) permits for manufacturing and have built out a manufacturing facility in Arcata, 
California.  Many of our products are in a base of alcohol and honey, and this manufacturing process has 
been approved by the Department of Public Health.  Our concern is that our products will not pass a 
residual solvent test for ethanol, as ethanol is the matrix for our products.  We have spoken with several 
representatives from the BCC and CDPH about this potential issue and I want to make sure that there is 
a framework laid out for allowing these products on the shelves come July.  We have a strong brand 
following and many doctors around the state are recommending our products because of the 
consistency and efficacy.  We know that our products fit into a fairly specialized niche market and so 
that may be why this issue has not been more clearly addressed. We are really hoping that the 
manufacturing subcommittee can advocate for our needs so that we can ensure that our products will 
be available to all of our customers around the state in July, as the new regulations for testing are fully 
implemented. 

Thank you so much for your help in regards to this matter. 

Best, 

Gillian Levy 
Humboldt Apothecary 



  
 

   
                                                                                                      
                                                                                        
	

  
 
 

   
 

 
  

 

	
  

     
      

	

            
          
         

             
               

        
      

         
          
               
              

    
         

          
            
             

              
           

     
	

            
          

   
	

            
	

     
     

	
              

	
          

     
	

 
 
 
 
 

CW ANALYTICAL LABORATORIES 
LAB@CWANALYTICAL.COM 
510-545-6984 
OAKLAND, CA 
WWW.CWANALYTICAL.COM 

Comments/ Recommendations on BCC Emergency Regulations
Presented by: CW Analytical Laboratories 

Regulators in California are tasked with the burden of establishing standards and guidelines for a 
wide variety of Cannabis matrices and potential contaminants which are not yet well-
understood. It is therefore recommended that Cannabis regulators follow strict guidelines 
before selection of legitimate quality measures. First, each measure must be Achievable, that is 
it must be measurable using a recognized analytical method or protocol. Secondly, it must be 
Reproducible, the measure must be measurable by methods without great variation. Thirdly, it 
must be Easy to Understand, the measure must be translatable to those without scientific 
training. Fourthly, it must be Affordable, measures must exist in rational business planning 
without negative economic impact. Finally, they must be Scientifically Valid, the principles the 
measure is based upon must be supported by high probability of occurrence and not just 
random, precipitous events. This AREAS principle offers an understanding of the probability of a 
contaminant being present on plants or production products. The higher probability the greater 
the need to test while the lower the probability the lesser need. It is critical to the success of this 
new industry to set testing standards that ensure the quality and safety of products without 
becoming burdensome or crippling to a nascent industry. As a state-licensed, ISO/IEC 17025 
accredited laboratory that has been conducting compliance testing for several months, we have 
identified the following issues that make the analytical testing process, or path to compliance 
for cultivators/ manufacturers/ distributors unnecessarily burdensome, and do not meet the 
AREAS criteria. 

1. Issue: Low Concentration Compounds are extremely difficult to fit within “pass” 
criteria for nearly all analytes required (Cannabinoids, pesticides, terpenes, residual 
solvents, and mycotoxins) 

e.g. 1) A Cannabis Product Batch (e-cart oil) contains 67.0mg/g CBD and 0.2mg/g THC 

Allowable variance for THC 20.7-25.3mg 
Allowable variance for CBD: 0.18mg-0.22mg 

The allowable variance for CBD is +/- .02 mg which is near impossible to reach. 

e.g. 2) Terpenes and residual solvents are highly volatile, and can easily change with 
almost any environmental changes 

WWW.CWANALYTICAL.COM
mailto:LAB@CWANALYTICAL.COM
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Recommendation: We suggest a tiered protocol, where analytes with lower 
concentrations are given a wider compliance range for label claim, LQC accuracy, and 
RPD (Cannabinoids, pesticides, terpenes, residual solvents, and mycotoxins if phased-
in). 

Analyte 
Concentration Range 

Percent difference 
allowable from label claim 

Acceptable RPD between 
primary and field duplicate 

2 - 100% 20% 20% 

200 ppm - 2% 25% 25% 

1 - 200 ppm 30% 30% 

1 - 1000 ppb 35% 35% 

Rationale: 

WWW.CWANALYTICAL.COM
mailto:LAB@CWANALYTICAL.COM
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• Decreasing reproducibility as a function of decreasing concentration is a widely 
known and accepted analytical phenomenon 

Reference link: http://www.chromatographyonline.com/benchmarking-analytical-methods-horwitz-
curve?id=&sk=&date=&pageID=2 
(http://bii.mx/documentos/horwitzCf11.pdf) 

2. Issue: Current Acceptance Criteria for Pesticide Recoveries are too Narrow
§ 5730 (e) specifies acceptance criteria for recoveries to be between 80% to 120%. 
And section 5730 (e) states that if the results of the analyses are outside the specified 
acceptance criteria, the laboratory shall determine the case and take steps to remedy 
the 
problem until the result is within the specified range. This is a very narrow range that 
would not be practical to achieve in a new industry without standardized and well
accepted methods. 

• In a typical analysis that involves a single method of preparation, separation and 
detection, there will be analytes that perform well and have high recoveries as 
well as those that perform poorly and have lower recoveries. For instance, EPA 
Method 8081B and EPA Method 8270D list recovery values for pesticides as low 
as 29% and as high as 176%. (https://www.epa.gov/sites/production/files/2015-
2/documents/8081b.pdf, https://www.epa.gov/sites/production/files/2015-
2/documents/8270d.pdf ) 

• The FDA specifically states that recovery of the analyte need not be 100%, but 
the extent of recovery of an analyte and of the internal standard should be 
consistent, precise, and reproducible. The key here being consistency rather 
than a specified recovery target for each analyte. 
(https://www.fda.gov/downloads/Drugs/Guidance/ucm070107.pdf) 

• The cannabis market is in its early stages of product development and the variety 
of matrices to consider are potentially endless. In the cannabis industry some of 
these matrices include plants, concentrates, brownies, potato chips, lotions, oils, 
each with varying amounts of protein, sugars, lipids all of which would affect 
recoveries in dramatically different ways. It is unrealistic to expect recovery 
values within such narrowly defined criteria in matrices that have not ever been 
tested yet. 

• This acceptance criteria may also be more effective when methods for analyses 
have been standardized and specified. Most cannabis laboratories are still in the 
early phases of method development. Given the wide range of analytes and 
matrices, it will take time to be able to use the data produced to achieve 
standardization. 

Recommendation: §5730 (e) should specify that acceptance criteria for 80% 
of pesticides should fall between 80% to 120%. and state that “Laboratories will set and 
report acceptance criteria for each analyte in accordance with ISO 17025 guidelines.” 

3. Issue: Homogeneity Testing Criteria is Too Narrow 
§ 5716 (c) specifies that in order for an edible product to pass homogeneity testing, 

https://www.fda.gov/downloads/Drugs/Guidance/ucm070107.pdf
https://www.epa.gov/sites/production/files/2015
https://www.epa.gov/sites/production/files/2015
http://bii.mx/documentos/horwitzCf11.pdf
http://www.chromatographyonline.com/benchmarking-analytical-methods-horwitz
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the RSD values of THC concentrations between samples collected should not exceed ± 
10%. 
For a serving size of 10 mg, this means the range of acceptability is 9 to 11mg. This 
narrow 
range would place an undue burden on edible manufacturers and is nearly 
impossible to achieve. 

• The FDA Guidance on bioanalytical methods validation suggests that the 
precision determined at each concentration level should not exceed 15% of the 
coefficient of variation (CV) except for the Lowest Limit of Quantitation (LLOQ), 
where it should not exceed 20% of the CV. 

• (https://www.fda.gov/downloads/Drugs/Guidance/ucm070107.pdf) 
• Cannabis products are plant-based and a myriad of factors affect concentration 

of THC at the batch level. Even with a validated process in place, a high amount 
of variability could be seen in THC concentrations due to differences in starting 
material. 

• Given that 10% is an acceptable value for the precision of an analytical method 
and accounts for variability due to instrument and sample preparation error at the 
laboratory level, there is almost no room for error at the manufacturer level. 

• It is important to have regulations based on safety and quality of a product 
without stifling a market that has not established itself yet. Changing the criteria 
to 20% RSD would not have a significant impact on dosing for consumers but it 
would have a significant impact on the ability of manufacturers to achieve the 
mandated homogeneity criteria. A criterion of 20% RSD would mean that for a 
serving size of 10 mg, the range of acceptability would be 8 to 12 mg. 

Recommendation: Change §5716 (c) to state: “A sample of edible cannabis product 
shall 
be deemed to have passed homogeneity testing if the relative standard deviation of THC 
concentration between the samples collected does not exceed plus or minus 20%.” 

*Homogeneity testing is currently drafted as a process certification test. However, 
restricting it to products with more than a single serving is confusing. It appears as 
though 
we are testing homogeneity within a single product only. However, homogeneity should 
take into account variability between products in a single batch as well. The process of 
homogeneity testing needs some clarity or direction. 

4. Microbial Testing Requirements 
§5720 (c) states that in order to pass microbial testing a sample has to have no 
detectable pathogenic Aspergillus species (A. fumigatus, A. flavus, A. niger and A. 
terreus), 
Shiga-toxin producing Escherichia coli (STEC) or Salmonella in 1 gram. 

• One of the concerns with testing the previously stated six specific species is that 
it is a narrow list and allows for the possibility of other pathogenic species 
entering the supply chain. Broadly recognized aerobic plate count (APC) testing 
standards would be beneficial in understanding the safety of the product. 

https://www.fda.gov/downloads/Drugs/Guidance/ucm070107.pdf
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• Salmonella has never been shown to be a quality risk on Cannabis. Current data 
support the hypothesis that Salmonella does not present a quality risk for 
Cannabis. 

• Total colony counts after plating are accepted methods of microbial testing in 
several industries including the cosmetic and food industry that should be 
included in the regulations. The FDA has published guidelines that specify limits 
on total yeast and mold counts ranging from 10 to 100,000 CFU/g and E. coli 
ranging from 5 to 1000 MPN/g depending on the type of food. 

Recommendation: Broader testing standards have to be included in some manner to 
the current regulation in order to ensure safety of the final product. The requirements 
should be broader and not species specific at this point. Organizations like the OHA, 
World Health Organization, the American Products Association and the American 
National Standards Institute have adopted a standard of 10,000 CFU/g for total yeast 
and mold, 100 CFU/g for E. coli and 1000 CFU/g for Coliform. The American Herbal 
Pharmacopoeia (AHP) published recommended microbial and fungal limits for orally 
consumed products (CFU/g) in the Cannabis Inflorescence monograph (2013). Based 
on these published standards, the following levels are recommended: 

There are a few approaches to incorporate broader testing standards into current 
regulations. One approach would be to require testing for total counts of APC, E. coli, 
coliforms, and mold, for all products (plate-based or DNA based method can both be 
utilized). Another approach would be to require total counts for APC, E. coli, coliforms, 
and mold, for all products (plate based or DNA based method can both be utilized) and 
have thresholds that trigger further species-specific testing or overall failure of samples. 

5. Spiking Matrix for LQC is not Always Possible 
§5730 (d) (4) specifies LQC samples should include a matrix spiked sample or a 
matrix spike duplicate sample. It is not always possible to have a matrix spiked sample 
due to limitations on the concentration of available certified reference standards. 

• Spiking matrices for analysis of cannabinoids is not currently feasible. Most 
flower and concentrates require extensive dilution (100-fold to 1000-fold) to bring 
the concentration into a range that can be analyzed without saturating the 
detector. Given that the highest concentration of cannabinoid standard legally 

WWW.CWANALYTICAL.COM
mailto:LAB@CWANALYTICAL.COM
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available as certified reference standard without a DEA license is 1 mg/mL, the 
amount spiked in would have little to no effect on the cannabinoid concentration. 
This would make it extremely difficult to include matrix spiked samples as part of 
the LQC (Laboratory Quality Control). 

Recommendation: Allow for the inclusion of laboratory control samples and the 
exclusion 
of a matrix spiked samples if it is not possible. This would allow the use of a well 
characterized flowers or concentrates (statistical analysis performed after multiple 
injections over time) as a quality control sample for the laboratory. Change 5730 (d) (4) 
to state “Laboratory control sample, matrix spike sample or matrix spike duplicate 
sample.” 

6. Foreign Material Testing 
§5722 states the recommendations for Foreign Material Testing. This is not a 
quantitative assay with any specific analytes or target compounds. There are no 
standard 
protocols available to reference and utilize to design such a method. 

• This is a not a quantitative assay and would be difficult to standardize since it 
would be extremely subjective and prone to biases of the experimenter. 

• The requirement in §5722 (e) (3) that the presence of foreign material not exceed 
1 insect fragment, 1 rodent hair or 1 mammalian excreta per 3 grams is frankly 
impossible to measure. It is difficult to design protocols that would allow 
experimenter to, for instance, differentiate a rodent hair from a human hair. 

• Since the regulations already require extensive testing for pesticides, mycotoxins 
and a variety of microbial pathogens, any potential health and safety hazard is 
accounted for. It is cumbersome and time consuming to add such a test. This 
would add to the overall cost of testing as well as prolong turnaround times for 
sample analyses. 

• It would be impossible to get such a test ISO 17025 certified since there would 
be no way to reliably reproduce results from various users and there are no 
quality control samples available (positive control, negative control, etc.). In 
addition, proficiency testing would not be feasible. Such a test is not based on 
measuring specific analytes utilizing certified reference standards with 
appropriate matrix controls and would detract from all the other scientifically 
validated methods of analysis. 

Recommendation: The section should not be included under the testing regulations. It 
is a general visual inspection that can be conducted at distribution facilities. Providing 
access to a high-resolution image of each sample analyzed either in Certificate of 
Analysis or online would address any of the concerns raised in this section. 

WWW.CWANALYTICAL.COM
mailto:LAB@CWANALYTICAL.COM
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7. Issue: Heavy Metal Testing Phase-In Extension 
§5723 specifies heavy metal testing requirements at levels ranging from 0.1-3 ppm. 
The phase-in period states that heavy metal testing should begin on or after December 
31, 
2018. 

• The current standards require the purchase of expensive instrumentation and 
training of personnel on hazardous sample preparation step that involves highly 
concentrated acids. 

• Currently, very few labs have the equipment or the capital necessary to purchase 
the equipment necessary to perform the test. 

• Very little scientific data is available on the prevalence of heavy metals in 
cannabis or cannabis products. 

Recommendation: The phase-in period should be increased by 12-18 months to 
account for the time needed for a new industry to catch up with current regulations and 
do the appropriate 
validations. It is also important to review statewide data on heavy metal test results as 
they start coming in order to fully understand whether heavy metal contamination is an 
issue with the California cannabis industry. 

Sections Referenced: 
BCC 5723 

8. Issue: Sampling Products in final packaged form is expensive, time consuming,
and potentially dangerous 

Recommendation: A product may be considered in “final form” without being in final 
packaging. In this case, oil could be sampled in bulk form (the same allowance given to 
harvest batches) prior to insertion into cartridges or other packaging. Our laboratory 
spends approximately 4 hours per batch of final packaged cartridges simply extracting 
the oil from the packaging and homogenizing it. These cartridges are not manufactured 
to be opened, and oftentimes it requires the use of sharp objects to break the container, 
or use of warm water baths and syringes to pull oil out of a cartridge. These inefficient 
protocols add a substantial amount of time and expense to this testing process, and 
could potentially contaminate the product within. Additionally, the large amount of trash 
generated by testing from final, packaged form is both costly for the producer (especially 
due to child-proof packaging costs) and environmentally unfriendly. It puts a burden on 
the laboratory to dispose of these as well. 
(Please see pictures attached of what this looks like for us inside the prep area). Moving 
testing to the manufacturer level where large lots can be sampled prior to packaging 
would resolve many of these issues. It may be possible to incorporate randomized 
quality control spot checks on final packaged products to ensure no changes after 
packaging. 

Sections Referenced: 
BCC Regs § 5705. General Sampling Requirements 
§ 5303. Packaging and Labeling 
§ 5306. Laboratory Testing Results 
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BPC Regs§ 26100. 
DPH Regs §40401. Release to Distributor as Finished Product. 

WWW.CWANALYTICAL.COM
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8.Issue: Re-Labeling for failed label claims other than THC 

Question: The BCC does not mention relabeling due to incorrect amounts of other 
components such as secondary cannabinoids (CBD) and terpenes. Is it permissible for a 
distributor to relabel due to these constituents as well? 

WWW.CWANALYTICAL.COM
mailto:LAB@CWANALYTICAL.COM
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Recommendation: Many cannabis products are CBD-based and relabeling due to 
incorrect amounts of secondary cannabinoids (CBD) and terpenes is recommended. 

Sections Referenced: 
BCC Regulations § 5303. Packaging and Labeling 
§40310. 

9. Issue: Label claims - only allow specific options for manufacturers 
There are no limits on what units of measurement manufacturers may use to specify a 
“serving.” Since the laboratories are tasked with verifying label claims, if a serving is 
listed as “10 drops” or “one teaspoon” these claims are not going to be accurately and 
repeatedly quantifiable. 

Recommendation: Limit manufacturer label claims to be reported in metric units of 
measurement (mg, g, ml) only. 

Sections Referenced: 
DPH Regulations §40100. Definitions. 
(ggg) “Serving” means the designated amount of cannabis product established by 
the manufacturer to constitute a single unit. 

10. Issue: Residual Solvent Testing
Recommendation: Do not require on topical products (lotions, salves, patches, body 
oil) 

11. Issue: Setting Actions Limits or LOQ instead of more Ambiguous Detect/Non-
detect 
Section 5718 (c) (1) as well as Section 5719 (c) (1) both state that the specified analyte 
will deemed to have passed testing requirements if the presence of the specified analyte 
is not detected. “Not detected” is not an analytically measurable value that can be 
utilized as an appropriate standard for pass/fail. 

• In the absence of any specified limit, whether it be an Action Limit or a Limit of 
Quantification (LOQ), laboratories could legally set up methods that are relatively 
insensitive for testing compounds – meaning they would not fail any samples 
except the most egregious violators. 

• Laboratories with more sensitive methods would fail more batches and lose 
customers to the labs with the insensitive methods, therefore encouraging 
inferior/subpar/unsafe product to be released. 

Recommendation: Action limits or LOQ should be specified for all pesticides and 
solvents 
One suggestion is 200 ppb for all Category I Pesticides and 10 ppm for all Category I 
Residual Solvents. Another suggestion is utilizing limits set by other states for those 
specific 
pesticides and residual solvents. 

12. Issue: Sample Storage Concerns 

WWW.CWANALYTICAL.COM
mailto:LAB@CWANALYTICAL.COM
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• A 50 lb. harvest batch size requires laboratory collection of 79 grams of Primary 
Sample and 79 grams of Field Duplicate Sample – equaling a sampling total of 
158 g per 50 lb. batch. Most of the required testing would not require more than 
10g sub-sample of these representative samples. At 200 samples per day, a 
testing laboratory could collect more than 29.6 kg per day of excess Primary and 
Field Duplicate Samples. Samples must be stored for 45 business days or 
approximately 70 calendar days, which would mean that over 1300 kg or over 
2900 lbs. of sample would have to be stored at any given time, prior to 
destruction. 

• The unnecessary storage of such large quantities of Cannabis and Cannabis 
Products will create substantial security risks to the public, its personnel, 
business associates and local communities. Moreover, the storage and 
destruction of such massive amounts of Cannabis will unnecessarily add 
considerably to the cost structure passed down to distributors and thus 
consumers. 

Recommendation: The laboratories should be allowed to specify the size of sub-
sample that would be stored. The sample storage time period should be limited to 14 
days. Another suggestion is to allow for storage of the sub-samples at the distribution 
facility that is already equipped to store large amounts of cannabis products at any given 
time. 

Sections Referenced: 
BCC regs §5728(a) 

13. Issue: In Process Testing 
Recommendation: It is of absolute importance to incorporate allowances for R&D and 
in-process testing in addition to individual testing. The tested products can be 
designated as not intended for sale/re-sale. This is an important part of developing 
products with improved quality and safety for consumers. In-process testing allows for 
process optimization, understanding of losses, and additional product learning for better 
consistency and improved yields. 

WWW.CWANALYTICAL.COM
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