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November 14, 2022

Michael Douglas, Chairman
Cannabis Compliance Board
700 E. Warm Springs Road, Suite 100
Las Vegas, NV  89119

Re: Sierra Cannabis Coalition - Petition

Dear Chair Douglas and members of the Cannabis Compliance Board,

On behalf of RSR Analytical Laboratory please allow this letter to serves as an objection to the 
Petition recently submitted on behalf of the Sierra Cannabis Coalition.  In light of the fact that the 
proposed regulatory amendments pertain specifically to cannabis testing labs, as a licensee, RSR 
respectfully submits this objection pursuant to NCCR 4.145 and requests to be heard during the Board’s 
consideration of the matter.

For the following reasons RSR objects to the proposed amendments: (i) they fail to consider the 
economic impact said changes would have on Nevada’s cannabis industry, in particular the testing labs; 
(ii) the proposed regulatory changes are not based on science nor any objective testing standard(s) but 
instead serve only to economically benefit Sierra’s members (who have not been disclosed); and (iii) the 
petition fails to consider the potential impact said changes could have on cannabis consumers and 
patients. 

For the reasons set forth herein, RSR submits that the Petition conflicts with the Legislative 
findings and declarations and the obligation of all cannabis licensees to protect the general welfare of 
the people of this State.  Nevada Revised Statute (“NRS”) 678B.010(1).  Accordingly, said Petition 
should be denied. 

Sincerely yours,

/s/ Kimberly Maxson Rushton

Kimberly Maxson Rushton, Esq.

cc: R. Rushton
      R. Richardson
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RE: DIGIPATH LABS OPPOSES THE SIERRA CANNABIS COALITION PETITION |  

LOT SIZE PROPSED CHANGES 

 

Chair Douglas and members of the Cannabis Compliance Board 

 

On behalf of Digipath Labs and all the other labs in Nevada, I present this letter as a rebuttal to Will Adler and the Sierra 

Cannabis Coalition’s letter dated October 28, 2022, and sent to Tyler Klimas, Executive Director of the CCB. 

 

First, let me say that any consideration to change lot sizes without any scientific data and without any participation with the 

Lab Community is ludicrous. Not one scientist was consulted on this proposed change.  

 

(Their petition in italics) 

Adjusting lot sizes upwards from the current five pounds for flower and 15 pounds for trim to 50 pounds for each. In 

speaking with licensees, between 5% and 10% of the final retail cost of cannabis can be traced back to laboratory testing 

expenses. In reviewing other western states, nearly all have either a higher testing threshold or test an entire harvest similar 

to our batch. California and Oregon have a limit of 50 pounds, whereas Colorado tests by the total harvest. Earlier this year, 

Washington removed their five-pound lot limit for testing and, instead, based their testing samples on harvest size through a 

sliding scale of up to 50 pounds. Having five- and 15-pounds lot sizes definitions restricts operators into breaking down 

single batches into multiple lots. This means additional labor costs related to separating the batches into multiple lots, 

separately bagging each lot, test each lot and in many instances recombining each lot when the final cannabis product is 

ultimately sold. All of this creates an additional burden on the licensee requesting the test and, ultimately, an additional cost 

accounted for in the final retail price. 

 

Raising the lot size randomly to 50 pounds has many scientific questions. 

• What is the new sampling size? 

• How many tests will have to be done based on new sample size? 

• Does the 12-gram limit go to 120 grams sample size? 

• Or will it stay the same and be reduced from .52% of a lot to .05%? 

• Will the 120 grams sample size now get homogenized together? 

• How many sample sets will have to be made to ensure accuracy?  

• If one thing fails along the way, is that a failure for the complete 50 pounds? 

• Why would we want to reduce accuracy percentages? 

• Is this safer for the consumer and patient? 

 

Finally: 

• Where is the scientific evidence that this is better? The truth is, there isn’t any.  
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I would also like to highlight the need and the importance of sample size calculation. 

 

The importance of appropriate sample size cannot be overemphasized for the reasons listed below in regards to: 

• Scientific reasoning 

• Health and safety of the public 

 

Whatever the aim, one can only draw a precise and accurate conclusion with an appropriate sample size. As it is, we are only 

collecting a sample set of 0.52% and only test a sample set of 0.31% of flower. Increasing the batch size will reduce the 

sample set per lot. A smaller sample set will give a result which may not be sufficient to detect a difference between the 

layers and depth of the batch. This would affect the results by reducing the accuracy and will reduce the visibility of the batch 
throughout by a factor of 10. The study may turn out to be falsely negative leading to a type II error.  

A type II error produces a false negative, also known as an error of omission. 

 

A study on a small sample is inaccurate and false obvious reasons, but it is also a waste of time and money as the result will 

be invariably inconclusive. Very often, a small sample size is decided arbitrarily based on convenience, available time, and 

resources, resulting in a null trial due to insufficient number of samples per lot studied. 

Statistically, even if we are 100% accurate in our testing (which is impossible), increasing the batch sizes without increasing 

the number of tests per batch will make us 10% accurate. This doesn’t even account for standard deviation or measurement of 

uncertainty. In any scientific calculation or statistical analysis, the sample size is directly proportional to the numerical 

measurement that describes a value's relationship to the mean of a group of values. It is also inversely proportional to the 

margin of error. Consequently, reducing the sample size reduces the confidence level of the study. Decreasing the sample size 

also increases the margin of error. 

 

Effective batch size per test is the key to safe product. Even a small difference between layers of a batch is a significant 

difference and is extremely difficult to identify in large batch sizes. The health and safety of the public will be compromised 

by these differences. Overall, the size of our sample set dictates the amount of information we have and therefore, determines 

our precision or level of confidence that we have in our sample estimates.  

 

Revise the definition of a "production run" to not include a specific amount of concentrated cannabis, but instead indicate. 

Similar to the lot size for flower and trim, this current definition requires cannabis extracts to be tested in 2.2 pound 

increments, a threshold not found in any other state. This results in a process where, again, single production runs have to be 

separated into 2.2 pound increments, each tested, and again usually recombined for the creation of any final cannabis 

product.  

• Testing in a 2.2-pound container is hard enough to get a real homogenized sample. It will become even more 

difficult to sample from a 10lb container (or whatever size is chosen). Smaller lots are the only way to 

measure consistency and accuracy.  

Change when cannabis products must be sent to testing. Currently, a cannabis product will need to be sent to testing at every 

step of the process. We believe this is redundant. Instead of requiring testing along the many steps of the process, testing for 

cannabis products should be done once the end cannabis product has reached its final form as ultimately that final test is the 

one protecting the consumer. 

• Do they want to guess on the formulations? Extractions must be tested before making another product, so you know 

how to do the math to create the new product.  

• The test after the new product is made must be tested to ensure accuracy.  

• What if they create a whole batch of incorrect products? More batches will fail due to incorrect math if testing is not 

done every step of the way.  



 

 

• There is no way to know what the final product will be unless it is tested at multiple stages. 

Adjust the process for research and development to no longer require approval from the CCB to begin investigating new 

products and processes. Currently, in order for research and development to begin the CCB needs to not only review any and 

R&D request applications but also grant approval to such a request. We believe this amendment will help expedite the 

process for a quickly evolving industry to better innovate and meet consumer demands. 

• I'm actually ok with this. 

This petition is primarily focused on streamlining the cannabis testing process. 

 

• Says who? The Cultivators and Producers? How could they know how to streamline the testing process. 

• Maybe having someone from the testing labs on the committee to help explain the testing process and what is 

involved to obtain accurate testing that could affect people’s lives and livelihoods. 

• This will cause a complete disruption in the industry. 

 

These changes will allow Nevada's cannabis cultivation and production facilities to simplify their procedures, reduce the 

number of manual steps, and clarify what gets tested and when.  

• Is that the goal? To simplify cultivation and production facilities procedures at the risk of public safety? 

• What about the changes that will be forced on the labs? 

• Doesn’t Nevada want to maintain the GOLD STANDARD of testing moniker that Will Adler used to preach about? 

As these changes are designed to streamline operations, a positive impact on the operations of Nevada's cultivation and 

production licenses can be expected. Cannabis distribution and retail cannabis store licenses will likely see no tangible 

changes to their operations from this proposed regulatory change.  

• What are the actual positive impacts? 

• Many changes will happen to labs and some labs may go out of business and we have very low margins. It is very 

expensive to run a laboratory and our business models have been created and implemented based on the 

5lb lot legislation.  

• This will NOT have a positive impact on the Labs. 

Cannabis testing laboratories may need to change operations around testing cannabis products and may need to increase 

sample sizes in conjunction with any change in testing practice. 

• So, will testing labs increase the cost per test x10 to survive?  

• Or will labs have to do 10 times more testing? 

As the Sierra Cannabis Coalition has presented this year, Nevada's cannabis licenses are having their most difficult year 

yet.  

 

• Labs are also having a very difficult year because we can't get paid by cultivators and producers for work that we’ve 

already done as far back as 2020. I bet everyone in the lab business is currently owed 10's of thousands of dollars.  

 

 

 



 

 

Many businesses have reported they are not sure if they can make it another year.  

• This will CRUSH labs. We built business models based on 5lb lots. Many labs will not make it another year if this is 

enacted. As mentioned above, with very low margins and a huge amount of competition in the labs space, we will 

lose a few labs for sure. 

 With inflation, workforce issues, the struggles with 280E, and the increase in interest rates Nevada's cannabis operators 

need a change to bring economic relief.  

• Labs are in the same boat. No lab that I know of is rolling around in cash. 

• Our workforce is chemists and microbiologists, seemingly much harder to find than cultivation workers. 

This petition was crafted with the economic concerns of the members of the Sierra Cannabis Coalition, please take those 

concerns to heart as you discuss and consider the needed changes to the NCCR.  

 

• Again, it should be license holders and scientists directly affected by these random decisions; not some made up 

Cannabis Coalition with zero ties to the industry other than lobbying. 

 

Sincerely, 

 

 

Todd Denkin 

President | Founder 

Digipath Labs, Inc. 

6450 Cameron Street #113 

Las Vegas, NV 89014 
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November 14, 2022 

 
 
Cannabis Compliance Board 
700 Warm Springs Road, Suite 100 
Las Vegas, NV 89119 
 
Subject: Silver State Government Relations Petition 

Dear Cannabis Compliance Board Members, 

On behalf of the members of the Nevada Cannabis Association, we are writing in 

support of the petition submitted by Silver State Government Relations, Agenda Item 

VII. 

Nevada is in the minority of states in terms of its maximum lot sizes for testing.  As 

noted in the petition, surrounding states allow lots of up to 50 lbs.  It is clear that safety 

and testing standards can be maintained with larger lot sizes.   

Allowing for larger lot sizes will significantly lower costs and increase efficiency for many 

cultivation and production licensees, who are facing significant economic challenges.  

Additionally, lowering the costs of goods in the supply chain will aid the industry in 

competing with the unlicensed market.  For these reasons, we ask that the Board refer 

the petition to a workshop for further consideration. 

 
Respectfully, 

 

Layke A. Martin, Esq. 
Executive Director 
Nevada Cannabis Association 
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From: Nathan Sigal <nathan@maanalytics.com>
Sent: Monday, November 14, 2022 3:20 PM
To: CCB Meetings
Subject: Re: CCB Petition Submitted by Sierra Cannabis Coalition

WARNING - This email originated from outside the State of Nevada. Exercise caution when opening attachments or 
clicking links, especially from unknown senders. 

To Whom It May Concern: 
Re: CCB Petition Submitted by Sierra Cannabis Coalition 
On October 28, 2022, Silver State Government Relations filed a petition with the CCB 
requesting amendments to various NCCR’s that directly impact independent testing labs in 
Nevada. The petition has been added to the CCB’s November agenda (11/15/22) for 
consideration. 
MA Analytics opposes this petition for the following reasons. 
Petition: Adjusting lot sizes upwards from the current five pounds for flower and 15 pounds for 
trim to 50 pounds for each. In speaking with licensees, between 5% and 10% of the final retail 
cost of cannabis can be traced back to laboratory testing expenses. In reviewing other western 
states, nearly all have either a higher testing threshold or test an entire harvest similar to our 
batch. California and Oregon have a limit of 50 pounds, whereas Colorado tests by the total 
harvest. Earlier this year, Washington removed their five pound lot limit for testing and, instead, 
based their testing samples on harvest size through a sliding scale of up to 50 pounds. Having 
five and 15 pounds lot sizes definitions restricts operators into breaking down single batches into 
multiple lots. This means additional labor costs related to separating the batches into multiple 
lots, separately bagging each lot, test each lot and in many instances recombining each lot when 
the final cannabis product is ultimately sold. All of this creates an additional burden on the 
licensee requesting the test and, ultimately, an additional cost accounted for in the final retail 
price. 
Response: 
Expansion of the lot size to fifty (50) pounds will reduce the sample size to .05% of the lot. Thus, 
it will not be a scientifically representative sample. Science demonstrates that testing results are 
more accurate the smaller the lot size. Therefore, the CCB must consider the cost benefit to the 
cultivator versus the impact that expanding the lot size will have on safety of consumers and 
patients. 
The lab industry submits that the factual information set forth in the petition is not accurate as 
testing fees are not 5% - 10% of the cost but instead it’s 3-5% of the cost (at most). This is based 
on the following calculation: average cost of testing is between $60-$80 per pound / average 
pound of cannabis sells for $2000 (or more). 
To protect public safety, lot size of 50 pounds will require multiple numbers of larger samples 
than the current practice and to be tested as multiple samples in order to be statistically 
representative for the lot. This will increase the cost for the cultivation handling and storing the 
cannabis material. 
 
Petition: Revise the definition of a &quot;production run&quot; to not include a specific amount of 
concentrated cannabis, but instead indicate. Similar to the lot size for flower and trim, this 
current definition requires cannabis extracts to be tested in 2.2 pound increments, a threshold 
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not found in any other state. This results in a process where, again, single production runs have 
to be separated into 2.2 pound increments, each tested, and again usually recombined for the 
creation of any final cannabis product.  
Response: 
Based on multiple years of testing extracts in 2.2.lb increments, the labs submit that 
scientifically, a smaller lot size leads to more accurate and consistent results. Thus, the CCB 
must consider whether the economic benefit to the producer outweighs the potential risk to the 
consumer/patient. 
In addition, the 1kg (2.2 lb) size limit for extracts/concentrates is also the limiting factor when it 
comes to lot size of infused edibles, infused non-edibles, topicals and infused pre-rolls. If there 
are no limits for the size of the concentrates, or if the limit is increased substantially, the 
determination of the size, of a production run will create substantial compliance issues. Such 
scenario could also give rise to an extremely large run of which quality and homogeneity could 
be difficult to control. 
 
Petition: Change when cannabis products must be sent to testing. Currently, a cannabis product 
will need to be sent to testing at every step of the process. We believe this is redundant. Instead 
of requiring testing along the many steps of the process, testing for cannabis products should be 
done once the end cannabis product has reached its final form as ultimately that final test is the 
one protecting the consumer. 
Response: 
The requested amendment lacks any factual or scientific substantiation and does nothing to 
ensure the safety of a cannabis consumers. Recognizing that extractions must be tested prior to 
being added to another product, if the proposed amendment were to be adopted, producers would 
be forced to make assumptions on the formulations used to create new products. Thus, without 
testing at each step of the process there is no assurance that the final product is safe for 
consumers. The CCB must consider whether to accept Silver State’s representations that this will 
not otherwise be harmful to consumer or the science supporting the labs position. 
Public safety is our priority; because there are different testing requirements for concentrates and 
the infused products made using these, it is necessary to test these extracts for analytes, 
specifically heavy metals, pesticides, residual solvents, Aspergillus and mycotoxins, not required 
to be tested in those finished products. If this petition is approved, the testing requirement for 
finished products such as infused edibles, infused non-edibles, topicals and infused pre-rolls 
must be amended to include testing for these parameters. 
Petition: Adjust the process for research and development to no longer require approval from the 
CCB to begin investigating new products and processes. Currently, in order for research and 
development to begin the CCB needs to not only review any and R&amp;D request applications but 
also grant approval to such a request. We believe this amendment will help expedite the process 
for a quickly evolving industry to better innovate and meet consumer demands 
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Response: 
The lab industry takes no position on Silver State’s proposed amendment. 
 
Petition: This petition is primarily focused on streamlining the cannabis testing process.  
Response: 
As a cannabis testing lab, we respectfully submit that the Silver State has failed to demonstrate 
how the proposed amendments will streamline the testing process. In response, we recommend 
the CCB schedule an industry-wide workshop to explain the testing process and request 
clarification of NCCR’s which are neither scientifically based nor generally applied to all 
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cannabis testing labs. 
It is obvious that the cannabis industry in the state of Nevada is struggling, and many cannabis 
entities including cultivators, producers, dispensaries and independent laboratories are hurting 
financially; however, any changes must not be made to help only certain sectors of the 
businesses in the industry (cultivators and producers) and at expense of others (publica safety 
and independent testing laboratories). More importantly, the primary focus of this petition is not 
to streamline the testing process, but an attempt to reduce the financial or economic burden off of 
cultivators and producers while at the same time jeopardizing the quality and safety of the 
cannabis product. 
 
Petition: These changes will allow Nevada&#39;s cannabis cultivation and production facilities to 
simplify their procedures, reduce the number of manual steps, and clarify what gets tested and 
when.  
Response: 
The Petition should be denied as it fails to account for the impact these changes will have on the 
public safety and the testing lab industry. Additionally, the CCB should deny the petition based 
on a clear failure to adhere to the requirements set forth in NCCR 4.145(4) – no statement 
identifying the specific regulation(s) in question; a clearly drafted amendment to a specific 
regulation; a statement identifying what persons or groups will be affected by the amendment 
and how they will be affected. 
Based on the points raised herein, it is clear that the said petition will impact all of Nevada’s 
cannabis independent testing labs, as well as the safety for cannabis consumers and patients. 
Such a move will not only not streamline the testing process but could, in actuality, be 
detrimental and dangerous to the industry and the public. 
 
Petition: As these changes are designed to streamline operations, a positive impact on the 
operations of Nevada&#39;s cultivation and production licenses can be expected. Cannabis 
distribution and retail cannabis store licenses will likely see no tangible changes to their 
operations from this proposed regulatory change.  
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Response: 
The above referenced statement is intentionally misleading as it completely ignores the fact that 
the proposed amendments will directly and adversely impact the cannabis testing lab industry 
and public safety if adopted. Moreover, it demonstrates a clear ignorance of the costs associated 
with operating a cannabis testing lab. Specifically, the cost of the instrumentation used in labs, 
the expense of hiring and maintaining highly educated scientist, and the licensing costs imposed 
on cannabis establishments. 
Additionally, the proposed amendments fail to consider the fact that cannabis testing labs and the 
industry have developed operating procedures based on the legislatively required 5 lb lot 
standard. Should they be adopted, the testing labs will be forced to incur exorbitant expenses to 
modify their business model to in order to meet the expanded lot size. 
 
Petition: Cannabis testing laboratories may need to change operations around testing cannabis 
products and may need to increase sample sizes in conjunction with any change in testing 
practice. 
Response: 
The petition fails to consider the potential substantial economic impact these changes will have 
on the cannabis industry and consumers. More specifically, said changes will require cannabis 
testing labs to make extensive modifications to their instrumentation and operating procedures, 
undergo re-certification with ISO and, it will require CCB inspection and approval, the cost of 
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which will be passed on to the cultivator/producer and ultimately the consumer. 
 
Petition: As the Sierra Cannabis Coalition has presented this year, Nevada&#39;s cannabis licenses 
are having their most difficult year yet.  
Response: 
“Most difficult year yet” is not limited to the cultivation/production only, but universally 
applicable to all sectors of the Nevada cannabis industry. The independent cannabis testing labs 
respectfully request that Silver State identify the members of the Sierra Cannabis Coalition. In 
order for the CCB and the cannabis testing labs to better understand the basis for the 
representations made in the petition as in most instances it is inaccurate or otherwise misleading. 
More specifically, the petition ignores the fact that over the past years the cannabis testing labs 
have consistently not been paid for the testing services provided to Nevada’s cultivators and 
producers. As a cannabis testing lab, we urge the CCB to exam those non-payment (as it is a 
Category V violation. See, NCCR 4.060(1)(a)(8)). Silver State’s petition ignores this fact and 
seeks only to financially aid Sierra Cannabis Coalition “members.” 
 
Petition: Many businesses have reported they are not sure if they can make it another year. With 
inflation, workforce issues, the struggles with 280E, and the increase in interest rates Nevada&#39;s 
cannabis operators need a change to bring economic relief.  
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Response: 
Silver State’s representation completely ignore the financial impact these amendments, if 
adopted, will have on the testing lab industry and the safety for the public. Said myopic views is 
self-serving and flies directly in the face of the legislative directive that the CCB consider the 
fiscal impact a regulatory change will have on all members of the cannabis industry before 
adoption. Moreover, it intentionally misleads the CCB to think that only cultivators and 
producers are financially struggling without disclosing the fact that a significant number of them 
fail to pay for quality assurance tests mandated by the CCB. As necessary, the cannabis testing 
labs will be able to present evidence demonstrating the consistent practices of 
cultivators/producers not paying for testing services and the impact that it has had on the lab 
industry. 
 
Petition: This petition was crafted with the economic concerns of the members of the Sierra 
Cannabis Coalition, please take those concerns to heart as you discuss and consider the needed 
changes to the NCCR.  
Response: 
Silver State should be required to disclose the “members” of the Sierra Cannabis Coalition in 
order for the CCB to determine whether a complaint has been filed against them for failure to 
pay for testing services. 
 
MA Analytics Lab thanks the CCB for the efforts in providing Nevada cannabis industry with a safe 
operating environment. 
 
Sincerely, 
 
Francis Jordan 
Scientific Director 
Ma Analytics lab  
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To Whom It May Concern: 

 

Re: CCB Petition Submitted by Sierra Cannabis Coalition 

 

On October 28, 2022, Silver State Government Relations filed a petition with the CCB 

requesting amendments to various NCCR’s that directly impact independent testing labs in 

Nevada. The petition has been added to the CCB’s November agenda (11/15/22) for 

consideration. 

 

NV CANN LABS, LLC opposes this petition for the following reasons: 

 

Petition: Adjusting lot sizes upwards from the current five pounds for flower and 15 pounds for 

trim to 50 pounds for each. In speaking with licensees, between 5% and 10% of the final retail 

cost of cannabis can be traced back to laboratory testing expenses. In reviewing other western 

states, nearly all have either a higher testing threshold or test an entire harvest similar to our 

batch. California and Oregon have a limit of 50 pounds, whereas Colorado tests by the total 

harvest. Earlier this year, Washington removed their five pound lot limit for testing and, instead, 

based their testing samples on harvest size through a sliding scale of up to 50 pounds. Having 

five and 15 pounds lot sizes definitions restricts operators into breaking down single batches into 

multiple lots. This means additional labor costs related to separating the batches into multiple 

lots, separately bagging each lot, test each lot and in many instances recombining each lot when 

the final cannabis product is ultimately sold. All of this creates an additional burden on the 

licensee requesting the test and, ultimately, an additional cost accounted for in the final retail 

price. 

 

Response:  

The expansion of the required lot size to fifty pounds creates a significant reduction in an 

accurate assessment of the product regarding consumer safety by providing less than 0.1% of the 

lot. This is not a scientifically sound method of collecting a truly representee sample. Scientific 

literature has and continues to encourage sampling to be of smaller lot sizes, or multiple samples 

from larger lots. If the lot size is to increase to fifty pounds, it should be required that several 

samples are taken from the lot rather than just one sample from each lot. 

 

Additionally, it is the responsibility of the labs to provide the most accurate methods of testing 

for consumer safety, and the state’s responsibility to ensure regulations are in place to allow the 

labs to do so. Increasing the lot size to fifty pounds does not follow this moral and ethical 

obligation. 

 

Furthermore, it is stated in this petition testing fees are 5% - 10% of the cost, which is inaccurate 

and varies depending on each private lab and cultivators operating costs and profits. 

 

It is understood that smaller lot sizes may increase the labor costs and burden of the cultivator; 

however, the safety of the consumer far outweighs this burden.  

 

Aside from consumer safety, it can be argued that the cultivator may be taking on additional 

costs and burden with smaller lot sizes, but the labs take a huge loss with increased lot sizes, to 
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the extent in which many labs may be put out of business due to the loss and there will not be a 

testing infrastructure large enough to support the current volume of cultivators in Nevada. 

 

Petition: Revise the definition of a "production run" to not include a specific amount of 

concentrated cannabis, but instead indicate. Similar to the lot size for flower and trim, this 

current definition requires cannabis extracts to be tested in 2.2 pound increments, a threshold 

not found in any other state. This results in a process where, again, single production runs have 

to be separated into 2.2 pound increments, each tested, and again usually recombined for the 

creation of any final cannabis product.  

 

Response: 

The same reasons described above apply to this petition. It should be re-emphasized that 

consumer safety far outweighs the minimal cost and burden to the cultivator due to smaller lot 

sizes and compromises the integrity of accurate and scientifically sound lab testing. 

 

 

Petition: Change when cannabis products must be sent to testing. Currently, a cannabis product 

will need to be sent to testing at every step of the process. We believe this is redundant. Instead 

of requiring testing along the many steps of the process, testing for cannabis products should be 

done once the end cannabis product has reached its final form as ultimately that final test is the 

one protecting the consumer. 

 

Response: 

This request lacks scientific evidence supporting the claim that it is unnecessary to test at each 

stage of the production process. In fact, there is significant scientific evidence that has been used 

to outline the testing process in food safety regulations, which includes testing at multiple stages 

of production. Removing this requirement, once again, would compromise the safety of the 

consumer. 

 

The testing requirements for concentrates and other infusions that are used for a final product 

such as an edible or tincture are different than the testing required for the final product. 

Removing the testing throughout the process will remove the guarantee that the product is truly 

safe. Therefore, if this change is made, it must be considered to require a full testing package for 

each final product. 

 

Petition: Adjust the process for research and development to no longer require approval from the 

CCB to begin investigating new products and processes. Currently, in order for research and 

development to begin the CCB needs to not only review any and R&D request applications but 

also grant approval to such a request. We believe this amendment will help expedite the process 

for a quickly evolving industry to better innovate and meet consumer demands 

 

Response: 

The lab industry takes no position on Silver State’s proposed amendment. 
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Petition: This petition is primarily focused on streamlining the cannabis testing process.  

 

Response: 

Respectfully, this petition has not demonstrated how these changes would streamline the testing 

process, rather have shown how consumer safety is perceived and not understood fully by 

cultivators and producers. It is also clear that the primary focus of this petition is to remove the 

cost and burden from the cultivators and producers, while not considering the harm these 

requests would cause to the consumer and the labs. 

 

It has become well known that the cannabis industry has changed drastically and negatively 

impacted many entities within the industry. As we all work together to evolve the cannabis 

industry, consumer safety should never be compromised, and changes should not be made that 

will benefit one entity while harming others. 

 

 

Petition: These changes will allow Nevada's cannabis cultivation and production facilities to 

simplify their procedures, reduce the number of manual steps, and clarify what gets tested and 

when.  

 

Response:  

The Petition should be denied as it fails to account for the impact these changes will have on the 

public safety and the testing lab industry.  Additionally, the CCB should deny the petition based 

on a clear failure to adhere to the requirements set forth in NCCR 4.145(4) – no statement 

identifying the specific regulation(s) in question; a clearly drafted amendment to a specific 

regulation; a statement identifying what persons or groups will be affected by the amendment 

and how they will be affected.   

 

Based on the points raised herein, it is clear that the said petition will impact all of Nevada’s 

cannabis independent testing labs, as well as the safety for cannabis consumers and patients.  

Such a move will not only not streamline the testing process but could, in actuality, be 

detrimental and dangerous to the industry and the public.   

   

 

Petition: As these changes are designed to streamline operations, a positive impact on the 

operations of Nevada's cultivation and production licenses can be expected. Cannabis 

distribution and retail cannabis store licenses will likely see no tangible changes to their 

operations from this proposed regulatory change.  

 

 

Response: 

This statement does not consider the impact that would be made on the consumer, most 

importantly, or the cannabis testing labs and provides further reasoning to deny this petition. It is 

clear there is a lack of education regarding the costs of operating a testing lab and an incredible 

lack of education regarding consumer safety among cultivators and producers.  
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Petition: Cannabis testing laboratories may need to change operations around testing cannabis 

products and may need to increase sample sizes in conjunction with any change in testing 

practice. 

 

Response: 

This statement is hypocritical to what the petitioner is requesting. The petitioner requests these 

changes to remove costs and burden on the cultivator or producer but encourages significant 

additional costs and burden to be placed on the lab if the changes requested were to be 

implemented.  

 

 

Petition: As the Sierra Cannabis Coalition has presented this year, Nevada's cannabis licenses 

are having their most difficult year yet.  

 

Response: 

“Most difficult year yet” is not limited to the cultivation/production only, but universally 

applicable to all sectors of the Nevada cannabis industry.  The independent cannabis testing labs 

respectfully request that Silver State identify the members of the Sierra Cannabis Coalition.  In 

order for the CCB and the cannabis testing labs to better understand the basis for the 

representations made in the petition as in most instances it is inaccurate or otherwise misleading.  

More specifically, the petition ignores the fact that over the past years the cannabis testing labs 

have consistently not been paid for the testing services provided to Nevada’s cultivators and 

producers.  As a cannabis testing lab, we urge the CCB to exam those non-payments (as it is a 

Category V violation. See, NCCR 4.060(1)(a)(8)). Silver State’s petition ignores this fact and 

seeks only to financially aid Sierra Cannabis Coalition “members.”   

 

 

Petition: Many businesses have reported they are not sure if they can make it another year. With 

inflation, workforce issues, the struggles with 280E, and the increase in interest rates Nevada's 

cannabis operators need a change to bring economic relief.  

 

Response:  

Silver State’s representation completely ignores the financial impact of these amendments, if 

adopted, will have on the testing lab industry and the safety for the public.  Said myopic views is 

self-serving and flies directly in the face of the legislative directive that the CCB consider the 

fiscal impact a regulatory change will have on all members of the cannabis industry before 

adoption.  Moreover, it intentionally misleads the CCB to think that only cultivators and 

producers are financially struggling without disclosing the fact that a significant number of them 

fail to pay for quality assurance tests mandated by the CCB.  As necessary, the cannabis testing 

labs will be able to present evidence demonstrating the consistent practices of 

cultivators/producers not paying for testing services and the impact that it has had on the lab 

industry.   
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Petition: This petition was crafted with the economic concerns of the members of the Sierra 

Cannabis Coalition, please take those concerns to heart as you discuss and consider the needed 

changes to the NCCR.  

 

Response: 

Silver State should be required to disclose the “members” of the Sierra Cannabis Coalition in 

order for the CCB to determine whether a complaint has been filed against them for failure to 

pay for testing services. 

 

 

NV CANN LABS, LLC thanks the CCB for the efforts in providing the Nevada cannabis 

industry with a safe operating environment. 

 

 

Sincerely, 

 

 

Niki Barber 

Chief Scientific Officer 

NV CANN LABS, LLC 
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November 15, 2022 

 

Chair Douglas and Members of the Cannabis Compliance Board, 

 

 

The Sierra Cannabis Coalition is contacting the Cannabis Compliance Board, as before, to bring 

forward issues of economic concern within Nevada’s Cannabis industry. The petition filed by the 

Sierra Cannabis Coalition asks for changes to NCCRs 1, 6, and 11, in order to restructure how 

Nevada’s cannabis operators prepare cannabis prior to and after quality assurance testing has 

been completed. These changes are targeted at bringing Nevada’s current testing standards into 

alignment with sampling sizes seen in other western cannabis states.  

 

Nevada’s Cannabis program is one of the most detailed and well-thought-out programs in the 

nation, but at the same time, it is one of the oldest. Nevada's regulatory framework, while 

recently reinstated by the CCB, has remained much the same as it was during Nevada's Medical 

Marijuana program. Many of the practices implemented were thought of as "best practices" at the 

time and have established the standard we refer to as the gold standard today. These standards 

are commendable and should be kept in place, but while Nevada’s procedures have remained the 

same, other states have made adaptations that increase efficiency for the cultivators, testers, and 

regulators.  

 

During its Medical Marijuana program, Colorado used a cannabis testing program more similar 

to the one seen in Nevada today. That program wasn't found to be sufficiently flexible for the 

cultivations operating in Colorado's program. To create greater flexibility around testing batches, 

Colorado changed its definition for "harvest batch" to the one found in their regulations today: 

 

“Harvest Batch” means a specifically identified quantity of processed Regulated 
Marijuana that is uniform in strain, cultivated utilizing the same Pesticide and other 
agricultural chemicals and harvested at the same time. A Harvest Batch may also include 
a Manicure Batch that was harvested prior to the creation of the Harvest Batch.  

 

As one can see, Colorado makes no mention of weight when referencing a cultivator's harvest 

batch, as their restrictions are targeted at the environment the cannabis was grown in. When 

requesting testing, a cultivator simply requests testing for each Harvest Batch as, similar to 

Nevada's "Batches", the cannabis of a single Harvest Batch must be of a single strain, grown in 

and cultivated utilizing the same pesticides, and harvested at the same time. California, Oregon, 

and Washington have all adopted language with much the same purpose: testing cannabis based 

on the environment it was grown in rather than by pound. To ensure Nevada's quality assurance 
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test still reflects its original structure, no changes to Nevada's stringent standards for yeast 

and mold, pesticides, heavy metals, or any other "safety standard" were asked to be 

changed.  

 

All regulatory changes requested in the Sierra Cannabis Coalition petitions have similar 

references to regulations found in other western cannabis states. In Washington "Usable 

Cannabis" no longer needs to complete its quality control testing if it is deemed for extraction, a 

practice similar in many states. Regionally, research and development testing is universally 

embraced, and the small change requested will allow for additional innovation in Nevada. 

Nationally, Nevada is the only State with a weight-based limit for concentrated cannabis testing. 

The change to the definition of a production run is intended to correct this oversight in Nevada's 

regulations. As a production run is sensibly:  

 

Any amount of concentrated cannabis of the same product type, made with any 
combination of usable cannabis material, that uses a single extraction method. 

 

The Sierra Cannabis Coalition proposes Nevada's regulations should reflect that reality. Nevada 

should allow production facilities to test based on the output of their machines rather than in 

arbitrary 2.2-pound increments.  

 

The petition before you is not a perfect document. It is the compilation of cannabis operators' 

concerns over cannabis testing in Nevada, translated into regulatory recommendations. Sierra 

Cannabis Coalition asks to open a regulatory workshop to discuss our member's concerns over 

cannabis testing in Nevada. This workshop will allow Nevada's cannabis operators an 

opportunity long waited for, a chance to discuss with its regulators what best practices should be 

when testing cannabis in Nevada.  

 

 

Thank you,  

 

Will Adler 

Director 

Sierra Cannabis Coalition 
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E�� 7KH�/LFHQVHH�RU�$SSOLFDQW�KDV�IDLOHG�WR�FRPSO\�ZLWK�DQ\�VSHFLDO�WHUPV�RU�
FRQGLWLRQV�WKDW�ZHUH�SODFHG�XSRQ�WKH�OLFHQVH�SXUVXDQW�WR�DQ�RUGHU�RI�WKH�6WDWH�
/LFHQVLQJ�$XWKRULW\�RU�WKH�UHOHYDQW�ORFDO�MXULVGLFWLRQ��RU�

F�� 7KH�/LFHQVHH¶V�/LFHQVHG�3UHPLVHV�KDYH�EHHQ�RSHUDWHG�LQ�D�PDQQHU�WKDW�
DGYHUVHO\�DIIHFWV�WKH�SXEOLF�KHDOWK�RU�ZHOIDUH�RU�WKH�VDIHW\�RI�WKH�LPPHGLDWH�
QHLJKERUKRRG�LQ�ZKLFK�WKH�HVWDEOLVKPHQW�LV�ORFDWHG��

³*RRG�0RUDO�&KDUDFWHU´�PHDQV�KDYLQJ�D�FULPLQDO�KLVWRU\�WKDW�GHPRQVWUDWHV�KRQHVW\��IDLUQHVV��DQG�
UHVSHFW�IRU�WKH�ULJKWV�RI�RWKHUV�DQG�IRU�WKH�ODZ��

³*UHHQKRXVH´�PHDQV�D�KRRS�KRXVH�RU�RWKHU�VWUXFWXUH�ZLWK�QRQ�ULJLG�ZDOOV�WKDW�XWLOL]HV�QDWXUDO�
OLJKW��LQ�ZKROH�RU�LQ�SDUW��IRU�WKH�FXOWLYDWLRQ�RI�5HJXODWHG�0DULMXDQD��

³+DUYHVW�%DWFK´�PHDQV�D�VSHFLILFDOO\�LGHQWLILHG�TXDQWLW\�RI�SURFHVVHG�5HJXODWHG�0DULMXDQD�WKDW�LV�
XQLIRUP�LQ�VWUDLQ��FXOWLYDWHG�XWLOL]LQJ�WKH�VDPH�3HVWLFLGH�DQG�RWKHU�DJULFXOWXUDO�FKHPLFDOV�DQG�
KDUYHVWHG�DW�WKH�VDPH�WLPH��$�+DUYHVW�%DWFK�PD\�DOVR�LQFOXGH�D�0DQLFXUH�%DWFK�WKDW�ZDV�
KDUYHVWHG�SULRU�WR�WKH�FUHDWLRQ�RI�WKH�+DUYHVW�%DWFK��

³+DUYHVWHG�0DULMXDQD´�PHDQV�5HJXODWHG�0DULMXDQD�IORZHU�UHSRUWHG�DV�D�SDFNDJH�LQ�WKH�,QYHQWRU\�
7UDFNLQJ�6\VWHP�RU�SRVW�KDUYHVW�5HJXODWHG�0DULMXDQD�QRW�LQFOXGLQJ�ZHW�ZKROH�SODQW��WULP��
FRQFHQWUDWH��ZDVWH��RU�)LEURXV�:DVWH�WKDW�UHPDLQV�RQ�WKH�SUHPLVHV�RI�WKH�0HGLFDO�0DULMXDQD�
&XOWLYDWLRQ�)DFLOLW\�RU�5HWDLO�0DULMXDQD�&XOWLYDWLRQ�)DFLOLW\�RU�LWV�RII�SUHPLVHV�VWRUDJH�ORFDWLRQ�
EH\RQG����GD\V�IURP�KDUYHVW��

³+HDW�3UHVVXUH�%DVHG�0HGLFDO�0DULMXDQD�&RQFHQWUDWH´�PHDQV�D�0HGLFDO�0DULMXDQD�&RQFHQWUDWH�
WKDW�ZDV�SURGXFHG�E\�H[WUDFWLQJ�&DQQDELQRLGV�IURP�0HGLFDO�0DULMXDQD�WKURXJK�WKH�XVH�RI�KHDW�
DQG�RU�SUHVVXUH��7KH�PHWKRG�RI�H[WUDFWLRQ�PD\�EH�XVHG�E\�RQO\�D�0HGLFDO�0DULMXDQD�3URGXFWV�
0DQXIDFWXUHU�DQG�FDQ�EH�XVHG�DORQH�RU�RQ�D�3URGXFWLRQ�%DWFK�WKDW�DOVR�LQFOXGHV�3K\VLFDO�
6HSDUDWLRQ�%DVHG�0HGLFDO�0DULMXDQD�&RQFHQWUDWH�RU�6ROYHQW�%DVHG�0HGLFDO�0DULMXDQD�
&RQFHQWUDWH��

³+HDW�3UHVVXUH�%DVHG�5HWDLO�0DULMXDQD�&RQFHQWUDWH´�PHDQV�5HWDLO�0DULMXDQD�&RQFHQWUDWH�WKDW�
ZDV�SURGXFHG�E\�H[WUDFWLQJ�&DQQDELQRLGV�IURP�5HWDLO�0DULMXDQD�WKURXJK�WKH�XVH�RI�KHDW�DQG�RU�
SUHVVXUH��7KLV�PHWKRG�RI�H[WUDFWLRQ�PD\�EH�XVHG�E\�RQO\�D�5HWDLO�0DULMXDQD�3URGXFWV�
0DQXIDFWXUHU�DQG�FDQ�EH�XVHG�DORQH�RU�RQ�D�3URGXFWLRQ�%DWFK�WKDW�DOVR�LQFOXGHV�3K\VLFDO�
6HSDUDWLRQ�%DVHG�5HWDLO�0DULMXDQD�&RQFHQWUDWH�RU�6ROYHQW�%DVHG�5HWDLO�0DULMXDQD�&RQFHQWUDWH��

³,GHQWLILFDWLRQ�%DGJH´�PHDQV�D�SK\VLFDO�EDGJH�LVVXHG�E\�WKH�'LYLVLRQ�WR�DQ\�QDWXUDO�SHUVRQ�
SRVVHVVLQJ�DQ�2ZQHU�/LFHQVH�RU�(PSOR\HH�/LFHQVH��XVHG�WR�YHULI\�WKH�LGHQWLW\�DQG�OLFHQVH�VWDWXV�
RI�WKH�QDWXUDO�SHUVRQV�RQ�WKH�/LFHQVHG�3UHPLVHV�RI�D�5HJXODWHG�0DULMXDQD�%XVLQHVV��

³,GHQWLW\�6WDWHPHQW´�PHDQV�WKH�QDPH�RI�WKH�EXVLQHVV�DV�LW�LV�FRPPRQO\�NQRZQ�DQG�XVHG�LQ�DQ\�
$GYHUWLVLQJ��

³,PPDWXUH�SODQW´�PHDQV�D�QRQIORZHULQJ�PDULMXDQD�SODQW�WKDW�LV�QR�WDOOHU�WKDQ�HLJKW�LQFKHV�DQG�QR�
ZLGHU�WKDQ�HLJKW�LQFKHV�SURGXFHG�IURP�D�FXWWLQJ��FOLSSLQJ�RU�VHHGOLQJ�DQG�LV�LQ�D�FXOWLYDWLQJ�
FRQWDLQHU��

³,QGLUHFW�)LQDQFLDO�,QWHUHVW�+ROGHU´�PHDQV�D�3HUVRQ�WKDW�LV�QRW�DQ�$IILOLDWH��D�&RQWUROOLQJ�%HQHILFLDO�
2ZQHU��RU�D�3DVVLYH�%HQHILFLDO�2ZQHU�RI�D�5HJXODWHG�0DULMXDQD�%XVLQHVV�DQG�WKDW��

D�� +ROGV�D�&RPPHUFLDOO\�5HDVRQDEOH�5R\DOW\�LQ�H[FKDQJH�IRU�D�5HJXODWHG�
0DULMXDQD�%XVLQHVV¶V�XVH�RI�WKH�3HUVRQ¶V�LQWHOOHFWXDO�SURSHUW\��

Morgan Biaselli
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³3XEOLFO\�7UDGHG�&RUSRUDWLRQ´�PHDQV�DQ\�3HUVRQ�RWKHU�WKDQ�DQ�LQGLYLGXDO�WKDW�LV�RUJDQL]HG�XQGHU�
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³6DPSOH�,QFUHPHQW´�PHDQV�D�VLQJOH�SRUWLRQ�RU�XQLW�WKDW�LV�UHPRYHG�IURP�D�+DUYHVW�%DWFK�RU�
3URGXFWLRQ�%DWFK�E\�D�'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�IRU�WKH�FUHDWLRQ�RI�D�7HVW�%DWFK��)RU�
+DUYHVW�%DWFKHV��D�6DPSOH�,QFUHPHQW�VKDOO�EH�����PLOOLJUDPV�RI�IORZHU�RU�WULP��)RU�5HJXODWHG�
0DULMXDQD�3URGXFWV��$XGLWHG�3URGXFWV��DQG�$OWHUQDWLYH�8VH�3URGXFWV��D�6DPSOH�,QFUHPHQW�VKDOO�
EH�D�VLQJOH�VHUYLQJ�RI�WKH�SURGXFW�DV�GHILQHG�E\�WKH�0HGLFDO�0DULMXDQD�3URGXFWV�0DQXIDFWXUHU�RU�
5HWDLO�0DULMXDQD�3URGXFWV�0DQXIDFWXUHU��EXW�VKDOO�FRQWDLQ�QR�PRUH�WKDQ����PLOOLJUDPV�RI�DFWLYH�
7+&�SHU�VHUYLQJ�IRU�(GLEOH�5HWDLO�0DULMXDQD�3URGXFWV��)RU�5HJXODWHG�0DULMXDQD�&RQFHQWUDWH��D�
6DPSOH�,QFUHPHQW�VKDOO�EH�����PLOOLJUDPV�RI�FRQFHQWUDWH��

³6DPSOH�,QFUHPHQW�&ROOHFWLRQ´�PHDQV�WKH�JDWKHULQJ�RI�6DPSOH�,QFUHPHQWV�WR�FRPELQH�LQWR�D�
ODUJHU��FRPSRVLWH�7HVW�%DWFK��

³6DPSOLQJ�0DQDJHU´�PHDQV�DQ�2ZQHU�/LFHQVHH�RU�PDQDJHPHQW�SHUVRQQHO�KROGLQJ�DQ�(PSOR\HH�
/LFHQVHH�GHVLJQDWHG�E\�D�0HGLFDO�0DULMXDQD�&XOWLYDWLRQ�)DFLOLW\��0HGLFDO�0DULMXDQD�3URGXFWV�
0DQXIDFWXUHU��5HWDLO�0DULMXDQD�&XOWLYDWLRQ�)DFLOLW\��RU�5HWDLO�0DULMXDQD�3URGXFWV�0DQXIDFWXUHU�WR�
UHFHLYH�7UDQVIHUV�RI�6DPSOLQJ�8QLWV�SXUVXDQW�WR�5XOHV����������������������DQG��������

³6DPSOH�3ODQ´�PHDQV�D�ZULWWHQ��GRFXPHQWHG�SODQ�JHQHUDWHG�E\�'HVLJQDWHG�7HVW�%DWFK�
&ROOHFWRU�V��LQ�OLQH�ZLWK�WKH�5HJXODWHG�0DULMXDQD�%XVLQHVV
�6WDQGDUG�2SHUDWLQJ�3URFHGXUH�IRU�
6DPSOH�,QFUHPHQW�&ROOHFWLRQ��

³6DPSOLQJ�8QLW´�PHDQV�D�XQLW�RI�5HJXODWHG�0DULMXDQD�7UDQVIHUUHG�WR�D�6DPSOLQJ�0DQDJHU�IRU�
SXUSRVHV�RI�TXDOLW\�FRQWURO�DQG�SURGXFW�GHYHORSPHQW�SXUVXDQW�WR�5XOHV�������DQG��������VHFWLRQV�
�������������DQG����������������&�5�6���DQG�5XOHV�������DQG��������DQG�VHFWLRQV��������������
DQG����������������&�5�6��

³6HFXULW\�LHV�´�PHDQV�DQ\�QRWH��VWRFN��WUHDVXU\�VWRFN��VHFXULW\�IXWXUH��VHFXULW\�EDVHG�VZDS��ERQG��
GHEHQWXUH��HYLGHQFH�RI�LQGHEWHGQHVV��FHUWLILFDWH�RI�LQWHUHVW�RU�SDUWLFLSDWLRQ�LQ�DQ\�SURILW�VKDULQJ�
DJUHHPHQW��FROODWHUDO�WUXVW�FHUWLILFDWH��SUHRUJDQL]DWLRQ�FHUWLILFDWH�RU�VXEVFULSWLRQ��WUDQVIHUDEOH�
VKDUH��LQYHVWPHQW�FRQWUDFW��YRWLQJ�WUXVW�FHUWLILFDWH��FHUWLILFDWH�RI�GHSRVLW�IRU�D�VHFXULW\��IUDFWLRQDO�
XQGLYLGHG�LQWHUHVW�LQ�RLO��JDV��RU�RWKHU�PLQHUDO�ULJKWV��DQ\�SXW��FDOO��VWUDGGOH��RSWLRQ��RU�SULYLOHJH�RQ�
DQ\�VHFXULW\��FHUWLILFDWH�RI�GHSRVLW��RU�JURXS�LQGH[�RI�VHFXULWLHV��LQFOXGLQJ�DQ\�LQWHUHVW�WKHUHLQ�RU�
EDVHG�RQ�WKH�YDOXH�WKHUHRI���RU�DQ\�SXW��FDOO��VWUDGGOH��RSWLRQ��RU�SULYLOHJH�HQWHUHG�LQWR�RQ�D�
QDWLRQDO�VHFXULWLHV�H[FKDQJH�UHODWLQJ�WR�IRUHLJQ�FXUUHQF\��RU��LQ�JHQHUDO��DQ\�LQWHUHVW�RU�LQVWUXPHQW�
FRPPRQO\�NQRZQ�DV�D�³VHFXULW\�´�RU�DQ\�FHUWLILFDWH�RI�LQWHUHVW�RU�SDUWLFLSDWLRQ�LQ��WHPSRUDU\�RU�
LQWHULP�FHUWLILFDWH�IRU��UHFHLSW�IRU��JXDUDQWHH�RI��RU�ZDUUDQW�RU�ULJKW�WR�VXEVFULEH�WR�RU�SXUFKDVH��DQ\�
RI�WKH�IRUHJRLQJ��

³6HFXULW\�$ODUP�6\VWHP´�PHDQV�D�GHYLFH�RU�VHULHV�RI�GHYLFHV��LQWHQGHG�WR�VXPPRQ�ODZ�
HQIRUFHPHQW�SHUVRQQHO�GXULQJ��RU�DV�D�UHVXOW�RI��DQ�DODUP�FRQGLWLRQ��'HYLFHV�PD\�LQFOXGH�KDUG�
ZLUHG�V\VWHPV�DQG�V\VWHPV�LQWHUFRQQHFWHG�ZLWK�D�UDGLR�IUHTXHQF\�PHWKRG�VXFK�DV�FHOOXODU�RU�
SULYDWH�UDGLR�VLJQDOV�WKDW�HPLW�RU�WUDQVPLW�D�UHPRWH�RU�ORFDO�DXGLEOH��YLVXDO��RU�HOHFWURQLF�VLJQDO��
PRWLRQ�GHWHFWRUV��SUHVVXUH�VZLWFKHV��GXUHVV�DODUPV��D�VLOHQW�V\VWHP�VLJQDO�JHQHUDWHG�E\�WKH�HQWU\�
RI�D�GHVLJQDWHG�FRGH�LQWR�WKH�DUPLQJ�VWDWLRQ�WR�LQGLFDWH�WKDW�WKH�XVHU�LV�GLVDUPLQJ�XQGHU�GXUHVV���
SDQLF�DODUPV��DQ�DXGLEOH�V\VWHP�VLJQDO�WR�LQGLFDWH�DQ�HPHUJHQF\�VLWXDWLRQ���DQG�KROG�XS�DODUPV�
�D�VLOHQW�V\VWHP�VLJQDO�WR�LQGLFDWH�WKDW�D�UREEHU\�LV�LQ�SURJUHVV���

³6KHOO�&RPSDQ\´�PHDQV�D�UHJLVWUDQW��RWKHU�WKDQ�DQ�DVVHW�EDFNHG�LVVXHU�DV�GHILQHG�LQ�,WHP�
�����E��RI�5HJXODWLRQ�$%��WKDW�KDV��

D�� 1R�RU�QRPLQDO�RSHUDWLRQV��DQG�

E�� (LWKHU��

L�� 1R�RU�QRPLQDO�RSHUDWLRQV��

Morgan Biaselli

Morgan Biaselli

Morgan Biaselli
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��� 7LPLQJ�RI�6DPSOH�,QFUHPHQWV�IRU�+DUYHVW�%DWFKHV�DQG�3URGXFWLRQ�%DWFKHV��$�/LFHQVHH�
VKDOO�QRW�FROOHFW�6DPSOH�,QFUHPHQWV�RU�VXEPLW�7HVW�%DWFKHV�IRU�WHVWLQJ�XQWLO�WKH�7HVW�
%DWFK�KDV�FRPSOHWHG�DOO�UHTXLUHG�VWHSV�DQG�LV�LQ�LWV�ILQDO�IRUP�DV�RXWOLQHG�LQ�WKH�VWDQGDUG�
RSHUDWLQJ�SURFHGXUHV�RI�WKH�/LFHQVHH�VXEPLWWLQJ�WKH�7HVW�%DWFK��ZLWK�WKH�H[FHSWLRQ�RI�
SDFNDJLQJ�DQG�ODEHOLQJ�UHTXLUHPHQWV�ZKLFK�VKDOO�FRPSO\�ZLWK�5XOH���������

D�� 7KH�IROORZLQJ�H[DPSOHV�LOOXVWUDWH�YDULRXV�PHWKRGV��ZKLFK�DUH�QRW�OLPLWHG�WR�WKRVH�
OLVWHG�KHUHLQ��WKDW�D�/LFHQVHH¶V�VWDQGDUG�RSHUDWLQJ�SURFHGXUHV�PD\�LQFOXGH�WR�
YHULI\�D�7HVW�%DWFK�FRPSOHWHG�DOO�UHTXLUHG�VWHSV�DQG�LV�LQ�LWV�ILQDO�IRUP�SXUVXDQW�
WR�WKLV�5XOH��

L�� 7KH�/LFHQVHH¶V�VWDQGDUG�RSHUDWLQJ�SURFHGXUHV�PD\�LQFOXGH�SURFHGXUHV�
WKDW�HQVXUH�WKH�DGGLWLRQ�RI�DOO�,QJUHGLHQWV�RU�$GGLWLYHV�KDV�RFFXUUHG�DQG�
WKDW�WKH�+DUYHVW�%DWFK�RU�3URGXFWLRQ�%DWFK�DVVRFLDWHG�ZLWK�WKH�7HVW�
%DWFK�LV�FRPSOHWHO\�UHDG\�WR�EH�SDFNDJHG�SHQGLQJ�UHVXOWV�RI�WHVWLQJ�
UHTXLUHG�E\�WKHVH�5XOHV��,W�PD\�DOVR�LQFOXGH�FUHDWLQJ�SUH�UROOHG�MRLQWV�
IURP�WKH�+DUYHVW�%DWFK�RU�3URGXFWLRQ�%DWFK��

LL�� )RU�D�3URGXFWLRQ�%DWFK�RI�&RQFHQWUDWH��WKH�/LFHQVHH¶V�VWDQGDUG�
RSHUDWLQJ�SURFHGXUH�PD\�LQFOXGH�SURFHGXUHV�WKDW�HQVXUH�WKH�HQWLUH�
3URGXFWLRQ�%DWFK�DVVRFLDWHG�ZLWK�WKH�7HVW�%DWFK�KDV�FRPSOHWHG�DOO�
VLIWLQJ��H[WUDFWLQJ��SXUJLQJ��ZLQWHUL]LQJ��DQG�VWHSV�WR�UHPRYH�SODQW�
SLJPHQWV�DQG�HQVXULQJ�WKH�DGGLWLRQ�RI�DOO�,QJUHGLHQWV�DQG�$GGLWLYHV�KDV�
RFFXUUHG��

LLL�� )RU�D�3URGXFWLRQ�%DWFK�RI�5HJXODWHG�0DULMXDQD�3URGXFW��WKH�/LFHQVHH¶V�
VWDQGDUG�RSHUDWLQJ�SURFHGXUH�PD\�LQFOXGH�SURFHGXUHV�WKDW�HQVXUH�WKH�
DGGLWLRQ�RI�DOO�,QJUHGLHQWV�DQG�$GGLWLYHV�KDV�RFFXUUHG�DQG�WKH�3URGXFWLRQ�
%DWFK�DVVRFLDWHG�ZLWK�WKH�7HVW�%DWFK�LV�FRPSOHWHO\�UHDG\�WR�EH�SDFNDJHG�
SHQGLQJ�UHVXOWV�RI�WHVWLQJ�UHTXLUHG�E\�WKHVH�5XOHV��

E�� $�7HVW�%DWFK�IURP�D�+DUYHVW�%DWFK�RU�3URGXFWLRQ�%DWFK�VKDOO�EH�SDFNDJHG�DQG�
ODEHOHG�DFFRUGLQJ�WR�6HULHV��������SULRU�WR�7UDQVIHU�WR�D�5HJXODWHG�0DULMXDQD�
7HVWLQJ�)DFLOLW\��

F�� 7KLV�5XOH�������$�����GRHV�QRW�DSSO\�IRU�WKH�VXEPLVVLRQ�RI�7HVW�%DWFKHV�
VXEPLWWHG�IRU�5	'�WHVWLQJ��

��� 9DSRUL]HU�'HOLYHU\�'HYLFH��7KLV�VXEVHFWLRQ��$�����LV�HIIHFWLYH�-DQXDU\����������5HWDLO�
0DULMXDQD�&RQFHQWUDWH�WKDW�KDV�EHHQ�SODFHG�LQWR�D�9DSRUL]HU�'HOLYHU\�'HYLFH�PXVW�EH�
VDPSOHG�DQG�WHVWHG�XVLQJ�D�PHWKRGRORJ\�WKDW�DOORZV�WKH�ODERUDWRU\�WR�DQDO\]H�WKH�
HPLVVLRQ�RI�WKH�FRQWHQWV�RI�WKH�9DSRUL]HU�'HOLYHU\�'HYLFH��

%�� 'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�7UDLQLQJ��'RFXPHQWDWLRQ��DQG�'HVLJQDWLRQ��

��� 5HTXLUHG�6DPSOH�,QFUHPHQW�&ROOHFWLRQ�7UDLQLQJ��7R�EHFRPH�D�'HVLJQDWHG�7HVW�%DWFK�
&ROOHFWRU�DQ�2ZQHU�/LFHQVHH�RU�(PSOR\HH�/LFHQVHH�LQYROYHG�LQ�WKH�6DPSOH�,QFUHPHQW�
&ROOHFWLRQ�RI�5HJXODWHG�0DULMXDQD�PXVW�EH�GHVLJQDWHG�E\�D�PDQDJHU�RU�2ZQHU�/LFHQVHH�
DV�VXFK�DQG�PXVW�DOVR�FRPSOHWH�HLWKHU�LQ�KRXVH�WUDLQLQJ�SURYLGHG�E\�WKH�5HJXODWHG�
0DULMXDQD�%XVLQHVV�RU�WUDLQLQJ�IURP�D�WKLUG�SDUW\�YHQGRU��1RWKLQJ�LQ�WKLV�UXOH�UHTXLUHV�D�
'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�WR�EH�HPSOR\HG�E\�WKH�5HJXODWHG�0DULMXDQD�%XVLQHVV�
PDNLQJ�WKH�GHVLJQDWLRQ��

��� 'HVLJQDWHG�7HVW�%DWFK�&ROOHFWLRQ�7UDLQLQJ�5HTXLUHG�7RSLFV��7KH�WUDLQLQJ�UHTXLUHG�WR�
EHFRPH�D�'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�PXVW�LQFOXGH�DW�OHDVW�WKH�IROORZLQJ�WRSLFV��
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D�� 3DUW��±����5XOH�6HULHV���5HJXODWHG�0DULMXDQD�7HVWLQJ�3URJUDP��

E�� 7KH�0DULMXDQD�%XVLQHVV
V�VWDQGDUG�RSHUDWLQJ�SURFHGXUHV�RQ�FUHDWLQJ�D�6DPSOLQJ�
3ODQ�DQG�7HVW�%DWFKHV��DQG�WKH�&'3+(
V�6DPSOLQJ�3URFHGXUHV��

F�� ³*XLGDQFH�RQ�0DULMXDQD�6DPSOLQJ�3URFHGXUHV´�7UDLQLQJ�9LGHR�RU�DQ�HTXLYDOHQW�
WUDLQLQJ�FRYHULQJ�WKH�IROORZLQJ�VXEMHFWV��

L�� ,QWURGXFWLRQ�WR�6DPSOH�,QFUHPHQW�&ROOHFWLRQ��

$�� &URVV�FRQWDPLQDWLRQ�DV�LW�UHODWHV�WR�6DPSOH�,QFUHPHQW�
&ROOHFWLRQ��

%�� 6DPSOH�,QFUHPHQW�&ROOHFWLRQ�DQG�KRZ�LW�ZRUNV��

&�� 6DPSOH�,QFUHPHQW�&ROOHFWLRQ�GRFXPHQWDWLRQ�DQG�UHFRUG�NHHSLQJ�
UHTXLUHPHQWV��

'�� 3HQDOWLHV�IRU�6DPSOH�,QFUHPHQW�RU�7HVW�%DWFK�DGXOWHUDWLRQ�RU�
DOWHUDWLRQ��

(�� 8VH�RI�DQG�GLVLQIHFWLRQ�RI�WKH�'HVLJQDWHG�6DPSOH�&ROOHFWLRQ�
$UHD��DQG�

)�� 8VH�RI�WKH�6DPSOH�3ODQ��

��� 'RFXPHQWDWLRQ�RI�'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�7UDLQLQJ��$Q\�LQGLYLGXDO�UHFHLYLQJ�WKH�
'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�WUDLQLQJ�PXVW�VLJQ�DQG�GDWH�D�GRFXPHQW�ZKLFK�VKDOO�EH�
PDLQWDLQHG�E\�WKH�5HJXODWHG�0DULMXDQD�%XVLQHVV�DV�D�EXVLQHVV�UHFRUG�SXUVXDQW�WR�5XOH�
�������7KH�GRFXPHQW�PXVW�DFNQRZOHGJH�WKH�IROORZLQJ��

D�� 7KH�LGHQWLW\�RI�WKH�3HUVRQ�WKDW�FUHDWHG�WKH�WUDLQLQJ��VXFK�DV�WKH�5HJXODWHG�
0DULMXDQD�%XVLQHVV�RU�D�WKLUG�SDUW\�YHQGRU��DQG�

E�� 7KDW�DOO�UHTXLUHG�WRSLFV�RI�WKH�WUDLQLQJ�LGHQWLILHG�LQ�WKLV�5XOH�KDYH�EHHQ�UHYLHZHG�
DQG�XQGHUVWRRG�E\�WKH�2ZQHU�/LFHQVHH�RU�(PSOR\HH�/LFHQVHH��

&�� 7HVW�%DWFK�&ROOHFWLRQ�5HTXLUHPHQWV��

��� 5HTXLUHG�0LQLPXP�RI�7ZR�7HVW�%DWFK�&ROOHFWRUV��$W�D�PLQLPXP��WZR�'HVLJQDWHG�7HVW�
%DWFK�&ROOHFWRUV�VKDOO�EH�LQYROYHG�LQ�WKH�FROOHFWLRQ�RI�6DPSOH�,QFUHPHQWV�VXFK�WKDW�DW�
OHDVW�RQH�'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�LV�UHVSRQVLEOH�IRU�FROOHFWLQJ�WKH�6DPSOH�
,QFUHPHQWV�DQG�DQRWKHU�'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�LV�UHVSRQVLEOH�IRU�UHYLHZLQJ�
GRFXPHQWDWLRQ�DVVRFLDWHG�ZLWK�WKH�FROOHFWLRQ�RI�6DPSOH�,QFUHPHQWV�LQ�D�WLPHO\�PDQQHU�
DQG�SULRU�WR�DQ\�7UDQVIHU�RI�WKH�3URGXFWLRQ�%DWFK�RU�+DUYHVW�%DWFK�IURP�ZKLFK�6DPSOH�
,QFUHPHQWV�ZHUH�FROOHFWHG��7KLV�UHYLHZ�FDQ�EH�FRPSOHWHG�LQ�SHUVRQ�RU�PD\�EH�FRPSOHWHG�
UHPRWHO\�E\�UHYLHZLQJ�LPDJH�V��RI�WKH�7HVW�%DWFK�DQG�DVVRFLDWHG�GRFXPHQWDWLRQ��

��� 6DPSOH�3ODQ�5HTXLUHG��$�'HVLJQDWHG�7HVW�%DWFK�&ROOHFWRU�PXVW�HVWDEOLVK�D�6DPSOH�3ODQ�
FRQVLVWHQW�ZLWK�WKH�5HJXODWHG�0DULMXDQD�%XVLQHVV¶V�6WDQGDUG�2SHUDWLQJ�3URFHGXUH�IRU�
6DPSOH�,QFUHPHQW�&ROOHFWLRQ��$W�D�PLQLPXP��D�6DPSOH�3ODQ�PXVW�LQFOXGH�WKH�IROORZLQJ��

D�� 7KH�GDWH��DPRXQW�RU�ZHLJKW��DQG�VSHFLILF�ORFDWLRQ�IRU�HDFK�6DPSOH�,QFUHPHQW�
FROOHFWHG��
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E�� ,GHQWLILFDWLRQ�RI�DQG�DFNQRZOHGJHPHQWV�IURP�DOO�'HVLJQDWHG�7HVW�%DWFK�
&ROOHFWRUV�LQYROYHG�LQ�WKH�6DPSOH�,QFUHPHQW�&ROOHFWLRQ��DQG�

F�� ,I�DSSOLFDEOH��WKH�VWUDLQ�QDPH�V��IRU�HDFK�+DUYHVW�%DWFK�IURP�ZKLFK�6DPSOH�
,QFUHPHQWV�DUH�FROOHFWHG��

'�� 0LQLPXP�1XPEHU�RI�6DPSOH�,QFUHPHQWV�3HU�7HVW�%DWFK�6XEPLVVLRQ��7KHVH�VDPSOLQJ�UXOHV�VKDOO�
DSSO\�XQWLO�VXFK�WLPH�DV�WKH�6WDWH�/LFHQVLQJ�$XWKRULW\�UHYLVHV�WKHVH�UXOHV�WR�LPSOHPHQW�D�
VWDWLVWLFDO�VDPSOLQJ�PRGHO��8QOHVV�D�JUHDWHU�DPRXQW�LV�UHTXLUHG�WR�FRPSO\�ZLWK�WKHVH�UXOHV�RU�LV�
UHTXLUHG�E\�D�5HJXODWHG�0DULMXDQD�7HVWLQJ�)DFLOLW\�WR�SHUIRUP�DOO�UHTXHVWHG�WHVWLQJ��HDFK�7HVW�
%DWFK�RI�5HJXODWHG�0DULMXDQD�PXVW�FRQWDLQ�DW�OHDVW�WKH�QXPEHU�RI�6DPSOH�,QFUHPHQWV�SUHVFULEHG�
E\�WKLV�6HFWLRQ��

��� $�7HVW�%DWFK�RI�5HJXODWHG�0DULMXDQD�PXVW�EH�SDFNDJHG�DQG�ODEHOHG�DFFRUGLQJ�WR�5XOH���
������

��� 7KH�PLQLPXP�QXPEHU�RI�6DPSOH�,QFUHPHQWV�UHTXLUHG�WR�EH�FROOHFWHG�IRU�HDFK�7HVW�%DWFK�
IURP�D�+DUYHVW�%DWFK�RI�5HWDLO�0DULMXDQD�RU�0HGLFDO�0DULMXDQD�VKDOO�EH�GHWHUPLQHG�E\�
7DEOH�������&���7��

��� 7KH�PLQLPXP�QXPEHU�RI�6DPSOH�,QFUHPHQWV�UHTXLUHG�WR�EH�FROOHFWHG�IRU�HDFK�7HVW�%DWFK�
IURP�D�3URGXFWLRQ�%DWFK�RI�5HWDLO�0DULMXDQD�3URGXFW��0HGLFDO�0DULMXDQD�3URGXFW��$XGLWHG�
3URGXFW�DQG�$OWHUQDWLYH�8VH�3URGXFW�VKDOO�EH�GHWHUPLQHG�E\�7DEOH������&���7��

D�� 7KH�5HWDLO�0DULMXDQD�3URGXFWV�0DQXIDFWXUHU�RU�0HGLFDO�0DULMXDQD�3URGXFWV�
0DQXIDFWXUHU�VKDOO�GHWHUPLQH�ZKDW�FRQVWLWXWHV�D�³6HUYLQJ´�DQG�WKXV�KRZ�PDQ\�
6HUYLQJV�DUH�FRQWDLQHG�LQ�D�3URGXFWLRQ�%DWFK��H[FHSW�WKDW�QR�VHUYLQJ�RI�(GLEOH�
5HWDLO�0DULMXDQD�3URGXFW�FDQ�FRQWDLQ�PRUH�WKDQ���PJ�RI�DFWLYH�7+&�

E�� %HFDXVH�DOO�7HVW�%DWFKHV�RI�5HWDLO�0DULMXDQD�RI�5HWDLO�0DULMXDQD�3URGXFW�DQG�
0HGLFDO�0DULMXDQD�3URGXFW�DUH�UHTXLUHG�WR�EH�VXEPLWWHG�IRU�WHVWLQJ�LQ�WKHLU�ILQDO�
IRUP��LQ�WKH�HYHQW�WKH�UHTXLUHG�QXPEHU�RI�6DPSOH�,QFUHPHQWV�GRHV�QRW�PDWFK�XS�
ZLWKLQ�D�ILQLVKHG�SDFNDJH��WKH�PDQXIDFWXUHU�PXVW�LQFUHDVH�WKH�QXPEHU�RI�6DPSOH�
,QFUHPHQWV�FROOHFWHG�IRU�WKH�7HVW�%DWFK�VXFK�WKDW�RQO\�ILQLVKHG�SDFNDJHV�RI�
5HJXODWHG�0DULMXDQD�3URGXFWV�DUH�VXEPLWWHG�IRU�WHVWLQJ��)RU�H[DPSOH�LI�D�
3URGXFWLRQ�%DWFK�RI������FKRFRODWH�EDUV�LV�PDQXIDFWXUHG��ZLWK�HDFK�EDU�
FRQWDLQLQJ�����PJ�7+&�DQG����VHUYLQJV�SHU�EDU��WKH�3URGXFWLRQ�%DWFK�ZRXOG�
FRQWDLQ��������6DPSOH�,QFUHPHQWV�ZKLFK�ZRXOG�UHTXLUH�FROOHFWLRQ�RI�DW�OHDVW����
6DPSOH�,QFUHPHQWV�SHU�7HVW�%DWFK��%XW�LQ�WKLV�FDVH��WKH�PDQXIDFWXUHU�ZRXOG�
KDYH�WR�FROOHFW����6DPSOH�,QFUHPHQWV�IRU�WHVWLQJ����FRPSOHWH�FKRFRODWH�EDUV�LQ�
ILQDO�IRUP���

F�� 1R�PDWWHU�KRZ�VPDOO�WKH�3URGXFWLRQ�%DWFK�RI�5HWDLO�0DULMXDQD�3URGXFW��RU�
0HGLFDO�0DULMXDQD�3URGXFW��D�PLQLPXP�RI�WZR�ILQLVKHG�SDFNDJHV�LQ�ILQDO�IRUP�
PXVW�EH�VXEPLWWHG�IRU�D�7HVW�%DWFK��

��� 7KH�PLQLPXP�QXPEHU�RI�6DPSOH�,QFUHPHQWV�UHTXLUHG�WR�EH�FROOHFWHG�IRU�HDFK�7HVW�%DWFK�
IURP�D�3URGXFWLRQ�%DWFK�RI�5HWDLO�0DULMXDQD�&RQFHQWUDWH�RU�0HGLFDO�0DULMXDQD�
&RQFHQWUDWH�VKDOO�EH�GHWHUPLQHG�E\�7DEOH�������&���7��

�

�

Morgan Biaselli
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D�� %HFDXVH�DOO�7HVW�%DWFKHV�RI�5HWDLO�0DULMXDQD�&RQFHQWUDWH�DQG�0HGLFDO�0DULMXDQD�
&RQFHQWUDWH�DUH�UHTXLUHG�WR�EH�VXEPLWWHG�IRU�WHVWLQJ�LQ�WKHLU�ILQDO�IRUP��LQ�WKH�
HYHQW�WKH�UHTXLUHG�QXPEHU�RI�6DPSOH�,QFUHPHQWV�GRHV�QRW�PDWFK�XS�ZLWK�WKH�
QXPEHU�RI�6DPSOH�,QFUHPHQWV�LQ�D�ILQLVKHG�SDFNDJH��WKH�PDQXIDFWXUHU�PXVW�
LQFUHDVH�WKH�QXPEHU�RI�6DPSOH�,QFUHPHQWV�FROOHFWHG�IRU�WKH�7HVW�%DWFK�VXFK�WKDW�
RQO\�ILQLVKHG�SDFNDJHV�RI�0DULMXDQD�&RQFHQWUDWH�DUH�VXEPLWWHG�IRU�WHVWLQJ��)RU�
H[DPSOH��LI�D�3URGXFWLRQ�%DWFK�RI�������9DSRUL]HU�'HOLYHU\�'HYLFHV�LV�
PDQXIDFWXUHG��ZLWK�HDFK�9DSRUL]HU�'HOLYHU\�'HYLFH�FRQWDLQLQJ�����PLOOLJUDPV�RI�
0DULMXDQD�&RQFHQWUDWH��WKH�3URGXFWLRQ�%DWFK�ZRXOG�FRQWDLQ�������JUDPV�RI�
0DULMXDQD�&RQFHQWUDWH��ZKLFK�ZRXOG�UHTXLUH�FROOHFWLRQ�RI�DW�OHDVW����6DPSOH�
,QFUHPHQWV�SHU�7HVW�%DWFK��%XW�LQ�WKLV�FDVH��WKH�PDQXIDFWXUHU�ZRXOG�KDYH�WR�
FROOHFW����6DPSOH�,QFUHPHQWV�IRU�WHVWLQJ����YDSRUL]HU�'HOLYHU\�'HYLFHV�LQ�ILQDO�
IRUP���

E�� 1R�PDWWHU�KRZ�VPDOO�WKH�3URGXFWLRQ�%DWFK�RI�5HWDLO�0DULMXDQD�&RQFHQWUDWH�RU�
0HGLFDO�0DULMXDQD�&RQFHQWUDWH��D�PLQLPXP�RI�WZR�ILQLVKHG�SDFNDJHV�PXVW�EH�
VXEPLWWHG�IRU�D�7HVW�%DWFK��

7DEOH�������&���7�
�

0LQLPXP�
1XPEHU�RI�
6DPSOH�
,QFUHPHQWV�
5HTXLUHG�WR�
EH�
&ROOHFWHG�
SHU�7HVW�
%DWFK�

5HJXODWHG�0DULMXDQD� 5HJXODWHG�0DULMXDQD�&RQFHQWUDWH� 5HJXODWHG�0DULMXDQD�
3URGXFW�

7RWDO�
:HLJKW�
RI�

+DUYHVW�
%DWFK�
�OEV��

7RWDO�
:HLJKW�
RI�

+DUYHVW�
%DWFK�
�JUDPV��

0LQLPXP�
:HLJKW�
RI�7HVW�
%DWFK�
�JUDPV��

7RWDO�
:HLJKW�RI�
3URGXFWLRQ�
%DWFK��OEV��

7RWDO�
:HLJKW�RI�
3URGXFWLR
Q�%DWFK�
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0LQLPX
P�

:HLJKW�
RI�7HVW�
%DWFK�
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1XPEHU�RI�
6HUYLQJV�
ZLWKLQ�

3URGXFWLRQ�
%DWFK�

0LQLPXP�
1XPEHU�
RI�8QLWV�
IRU�D�7HVW�
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������ �������RU�
PRUH�
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'�� 5HJXODWHG�0DULMXDQD�7HVWLQJ�)DFLOLW\�6HOHFWLRQ��8QOHVV�RWKHUZLVH�UHVWULFWHG�RU�SURKLELWHG�E\�WKHVH�
UXOHV�RU�RUGHUHG�E\�WKH�6WDWH�/LFHQVLQJ�$XWKRULW\��D�5HJXODWHG�0DULMXDQD�%XVLQHVV�PD\�VHOHFW�
ZKLFK�0HGLFDO�0DULMXDQD�7HVWLQJ�)DFLOLW\�RU�5HWDLO�0DULMXDQD�7HVWLQJ�)DFLOLW\�ZLOO�WHVW�D�7HVW�%DWFK�
PDGH�XS�RI�6DPSOH�,QFUHPHQWV�FROOHFWHG�SXUVXDQW�WR�WKLV�5XOH��+RZHYHU��WKH�'LYLVLRQ�PD\�HOHFW��
DW�LWV�VROH�GLVFUHWLRQ��WR�DVVLJQ�D�5HJXODWHG�0DULMXDQD�7HVWLQJ�)DFLOLW\�WR�ZKLFK�D�5HJXODWHG�
0DULMXDQD�%XVLQHVV�PXVW�VXEPLW�IRU�WHVWLQJ�DQ\�7HVW�%DWFK�PDGH�XS�RI�6DPSOH�,QFUHPHQWV�
FROOHFWHG�SXUVXDQW�WR�WKLV�5XOH��

(�� ,QGXVWULDO�+HPS�3URGXFW�6DPSOLQJ�3URFHGXUHV��$EVHQW�VDPSOLQJ�DQG�WHVWLQJ�VWDQGDUGV�
HVWDEOLVKHG�E\�WKH�&RORUDGR�'HSDUWPHQW�RI�3XEOLF�+HDOWK�DQG�(QYLURQPHQW�IRU�WKH�VDPSOLQJ�DQG�
WHVWLQJ�RI�,QGXVWULDO�+HPS�3URGXFW��D�3HUVRQ�7UDQVIHUULQJ�DQ�,QGXVWULDO�+HPS�3URGXFW�WR�D�
/LFHQVHH�SXUVXDQW�WR�WKH�0DULMXDQD�&RGH�DQG�WKHVH�5XOHV�VKDOO�FRPSO\�ZLWK�WKH�VDPSOLQJ�DQG�
WHVWLQJ�VWDQGDUGV�VHW�IRUWK�LQ�WKHVH�������6HULHV�5XOHV�±�5HJXODWHG�0DULMXDQD�7HVWLQJ�3URJUDP�
DQG�DV�UHTXLUHG�E\�WKHVH�5XOHV��

)�� 9LRODWLRQ�$IIHFWLQJ�3XEOLF�6DIHW\��)DLOXUH�WR�FRPSO\�ZLWK�WKLV�5XOH�PD\�FRQVWLWXWH�D�OLFHQVH�
YLRODWLRQ�DIIHFWLQJ�SXEOLF�VDIHW\��

%DVLV�DQG�3XUSRVH�±�������

7KH�VWDWXWRU\�DXWKRULW\�IRU�WKLV�UXOH�LQFOXGHV�EXW�LV�QRW�OLPLWHG�WR�VHFWLRQV��������������F����������������D���
�������������F����������������J����������������M����������������G����������������I����������������G������
����������H����������������������������������������������������������E�������������������������������
�����������������������������������������E���DQG���������������&�5�6��$XWKRULW\�DOVR�H[LVWV�LQ�WKH�
&RORUDGR�&RQVWLWXWLRQ�DW�$UWLFOH�;9,,,��6XEVHFWLRQ�������D��9,,���7KH�SXUSRVH�RI�WKLV�UXOH�LV�WR�HVWDEOLVK�WKH�
SRUWLRQ�RI�WKH�'LYLVLRQ¶V�PDQGDWRU\�WHVWLQJ�DQG�VDPSOLQJ�SURJUDP�WKDW�LV�DSSOLFDEOH�WR�5HJXODWHG�
0DULMXDQD�%XVLQHVVHV��DQG�VSHFLILFDOO\�0HGLFDO�0DULMXDQD�7HVWLQJ�)DFLOLWLHV�DQG�5HWDLO�0DULMXDQD�7HVWLQJ�
)DFLOLWLHV��:KLOH�WKH�0DULMXDQD�&RGH�UHTXLUHV�WKH�6WDWH�/LFHQVLQJ�$XWKRULW\�WR�HVWDEOLVK�DFFHSWDEOH�OLPLWV�
RI�SRWHQWLDO�FRQWDPLQDQWV��LW�DOVR�UHTXLUHV�WKH�6WDWH�/LFHQVLQJ�$XWKRULW\�WR�HQDFW�D�SOXV�RU�PLQXV����
SHUFHQW�SRWHQF\�YDULDQFH��ZKLFK�LV�DOVR�LQFOXGHG�LQ�WKLV�UXOH��7KLV�5XOH�������ZDV�SUHYLRXVO\�5XOHV�0�DQG�
5��������&&5�������DQG���&&5��������

������±�5HJXODWHG�0DULMXDQD�7HVWLQJ�3URJUDP��6DPSOLQJ�DQG�7HVWLQJ�3URJUDP�

$�� 'LYLVLRQ�$XWKRULW\��7KH�'LYLVLRQ�PD\�UHTXLUH�WKDW�D�7HVW�%DWFK�EH�VXEPLWWHG�WR�D�VSHFLILF�
5HJXODWHG�0DULMXDQD�7HVWLQJ�)DFLOLW\�IRU�WHVWLQJ�WR�YHULI\�FRPSOLDQFH��SHUIRUP�LQYHVWLJDWLRQV��
FRPSLOH�GDWD�RU�DGGUHVV�D�SXEOLF�KHDOWK�DQG�VDIHW\�FRQFHUQ��

��� ,QGHSHQGHQW�7KLUG�3DUW\�5HYLHZ��7KH�'LYLVLRQ�PD\�UHTXLUH�5HJXODWHG�0DULMXDQD�WR�
XQGHUJR�DQ�LQGHSHQGHQW�WKLUG�SDUW\�UHYLHZ�WR�YHULI\�WKDW�WKH�5HJXODWHG�0DULMXDQD�GRHV�
QRW�SRVH�D�WKUHDW�WR�SXEOLF�KHDOWK�DQG�VDIHW\�ZKHQ�WKH�'LYLVLRQ��LQ�FRQVXOWDWLRQ�ZLWK�WKH�
&RORUDGR�'HSDUWPHQW�RI�3XEOLF�+HDOWK�DQG�(QYLURQPHQW��KDV�REMHFWLYH�DQG�UHDVRQDEOH�
JURXQGV�WR�EHOLHYH�DQG�ILQGV��XSRQ�D�IXOO�LQYHVWLJDWLRQ��RQH�RI�WKH�IROORZLQJ��

D�� 7KH�5HJXODWHG�0DULMXDQD�FRQWDLQV�RQH�RU�PRUH�VXEVWDQFHV�NQRZQ�WR�FDXVH�
KDUP��RU�
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:$&�������������'HILQLWLRQV���7KH�GHILQLWLRQV�LQ�WKLV�VHFWLRQ�DS�
SO\�WKURXJKRXW�WKLV�FKDSWHU�XQOHVV�WKH�FRQWH[W�FOHDUO\�UHTXLUHV�RWKHU�
ZLVH�

�����$OORZHG�SHVWLFLGH��PHDQV�D�SHVWLFLGH�UHJLVWHUHG�E\�WKH�:DVK�
LQJWRQ�VWDWH�GHSDUWPHQW�RI�DJULFXOWXUH�XQGHU�FKDSWHU�������5&:�DV�DO�
ORZHG�IRU�XVH�LQ�WKH�SURGXFWLRQ��SURFHVVLQJ��DQG�KDQGOLQJ�RI�PDULMXD�
QD�

���� �%DWFK�� PHDQV� D� TXDQWLW\� RI� PDULMXDQD�LQIXVHG� SURGXFW� FRQ�
WDLQLQJ�PDWHULDO�IURP�RQH�RU�PRUH�ORWV�RI�PDULMXDQD�

�����&%'�FRQFHQWUDWLRQ��PHDQV�WKH�SHUFHQW�RI�FDQQDELGLRO�FRQWHQW�
SHU� GU\� ZHLJKW� RI� DQ\� SDUW� RI� WKH� SODQW� &DQQDELV�� RU� SHU� YROXPH� RU�
ZHLJKW�RI�PDULMXDQD�SURGXFW�

�����&HUWLILHG�WKLUG�SDUW\�WHVWLQJ�ODE��PHDQV�D�ODERUDWRU\�FHUWL�
ILHG�E\�WKH�:6/&%�RU�LWV�YHQGRU�XQGHU�:$&������������

�����'DWDEDVH��PHDQV�WKH�PHGLFDO�PDULMXDQD�DXWKRUL]DWLRQ�GDWDEDVH�
FUHDWHG�SXUVXDQW�WR�5&:������$�����

�����'HSDUWPHQW��PHDQV�WKH�:DVKLQJWRQ�VWDWH�GHSDUWPHQW�RI�KHDOWK�
���� �'HVLJQDWHG� SURYLGHU�� KDV� WKH� VDPH� PHDQLQJ� DV� 5&:�

�����$��������
���� �+DUYHVW�� PHDQV� WKH� PDULMXDQD� SODQW� PDWHULDO� GHULYHG� IURP�

SODQWV� RI� WKH� VDPH� VWUDLQ� WKDW� ZHUH� EURXJKW� LQWR� FXOWLYDWLRQ� DW� WKH�
VDPH�WLPH��JURZQ�LQ�WKH�VDPH�PDQQHU�DQG�SK\VLFDO�VSDFH��DQG�JDWKHUHG�
DW�WKH�VDPH�WLPH�

���� �,PSRUWHG� FDQQDELQRLG�� PHDQV� DQ\� FDQQDELQRLG� GHULYHG� RI� WKH�
SODQW� &DQQDELV� ZLWK� D� 7+&� FRQFHQWUDWLRQ� ���� SHUFHQW� RU� OHVV� WKDW� LV�
QRW�SURGXFHG�E\�D�OLFHQVHG�PDULMXDQD�SURGXFHU�

������,QWHUPHGLDWH�SURGXFW��PHDQV�PDULMXDQD�IORZHU�ORWV�RU�RWKHU�
PDWHULDO�ORWV�WKDW�KDYH�EHHQ�FRQYHUWHG�E\�D�PDULMXDQD�SURFHVVRU�WR�D�
PDULMXDQD� FRQFHQWUDWH� RU� PDULMXDQD�LQIXVHG� SURGXFW� WKDW� PXVW� EH� IXU�
WKHU�SURFHVVHG�SULRU�WR�UHWDLO�VDOH�

������/RW��PHDQV�HLWKHU�RI�WKH�IROORZLQJ�
�D��7KH�IORZHUV�IURP�RQH�RU�PRUH�PDULMXDQD�SODQW�V��RI�WKH�VDPH�

VWUDLQ��$�VLQJOH�ORW�RI�IORZHUV�FDQQRW�ZHLJK�PRUH�WKDQ�DOORZHG�E\�WKH�
:6/&%�LQ�FKDSWHU��������:$&��RU

�E��7KH�WULP��OHDYHV��RU�RWKHU�SODQW�PDWWHU�IURP�RQH�RU�PRUH�PDU�
LMXDQD�SODQW�V���$�VLQJOH�ORW�RI�WULP��OHDYHV��RU�RWKHU�SODQW�PDWWHU�
FDQQRW�ZHLJK�PRUH�WKDQ�DOORZHG�E\�WKH�:6/&%�LQ�FKDSWHU��������:$&�

������0DULMXDQD��PHDQV�DOO�SDUWV�RI�WKH�SODQW�&DQQDELV��ZKHWKHU�
JURZLQJ�RU�QRW��ZLWK�D�7+&�FRQFHQWUDWLRQ�JUHDWHU�WKDQ�����SHUFHQW�RQ�D�
GU\�ZHLJKW�EDVLV��WKH�VHHGV�WKHUHRI��WKH�UHVLQ�H[WUDFWHG�IURP�DQ\�SDUW�
RI�WKH�SODQW��DQG�HYHU\�FRPSRXQG��PDQXIDFWXUH��VDOW��GHULYDWLYH��PL[�
WXUH��RU�SUHSDUDWLRQ�RI�WKH�SODQW��LWV�VHHGV�RU�UHVLQ��7KH�WHUP�GRHV�
QRW� LQFOXGH� WKH� PDWXUH� VWDONV� RI� WKH� SODQW�� ILEHU� SURGXFHG� IURP� WKH�
VWDONV��RLO�RU�FDNH�PDGH�IURP�WKH�VHHGV�RI�WKH�SODQW��DQ\�RWKHU�FRP�
SRXQG�� PDQXIDFWXUH�� VDOW�� GHULYDWLYH�� PL[WXUH�� RU� SUHSDUDWLRQ� RI� WKH�
PDWXUH�VWDONV��H[FHSW�WKH�UHVLQ�H[WUDFWHG�WKHUHIURP���ILEHU��RLO��RU�
FDNH��RU�WKH�VWHULOL]HG�VHHG�RI�WKH�SODQW�ZKLFK�LV�LQFDSDEOH�RI�JHUPL�
QDWLRQ�

����� �0DULMXDQD� FRQFHQWUDWHV�� RU� �FRQFHQWUDWHV�� PHDQV� SURGXFWV�
FRQVLVWLQJ�ZKROO\�RU�LQ�SDUW�RI�WKH�UHVLQ�H[WUDFWHG�IURP�DQ\�SDUW�RI�
WKH� SODQW� &DQQDELV� DQG� KDYLQJ� D� 7+&� FRQFHQWUDWLRQ� JUHDWHU� WKDQ� WHQ�
SHUFHQW�

����� �0DULMXDQD�LQIXVHG� SURGXFWV�� PHDQV� SURGXFWV� WKDW� FRQWDLQ�
PDULMXDQD�RU�PDULMXDQD�H[WUDFWV��DUH�LQWHQGHG�IRU�KXPDQ�XVH��DUH�GH�
ULYHG� IURP� PDULMXDQD� DV� GHILQHG� LQ� VXEVHFWLRQ� ����� RI� WKLV� VHFWLRQ��
DQG� KDYH� D� 7+&� FRQFHQWUDWLRQ� QR� JUHDWHU� WKDQ� WHQ� SHUFHQW�� 7KH� WHUP�

&HUWLILHG�RQ����������� :$&����������� 3DJH��
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:$&�������������4XDOLW\�FRQWURO�VDPSOLQJ�������$OO�OLFHQVHG�FDQ�
QDELV�SURFHVVRUV��SURGXFHUV��FHUWLILHG�ODEV��DQG�FHUWLILHG�ODE�HPSOR\�
HHV� PXVW� FRPSO\� ZLWK� WKH� VDPSOLQJ� SURFHGXUHV� GHVFULEHG� LQ� WKLV� VHF�
WLRQ��FRQVLVWHQW�ZLWK�5&:������������1RQFRPSOLDQFH�PD\�UHVXOW�LQ�GLV�
FLSOLQDU\�DFWLRQ�DV�GHVFULEHG�LQ�WKLV�FKDSWHU�DQG�DSSOLFDEOH�ODZ�

����6DPSOH�FROOHFWLRQ��$OO�VDPSOHV�RI�FDQQDELV��XVHDEOH�FDQQDELV��
RU�FDQQDELV�LQIXVHG�SURGXFWV�PXVW�EH�VXEPLWWHG�WR�D�FHUWLILHG�ODE�IRU�
WHVWLQJ�FRQVLVWHQW�ZLWK�WKLV�FKDSWHU�

�D�� $OO� VDPSOHV� PXVW� EH� GHGXFWHG�� VWRUHG�� DQG� WUDQVSRUWHG� LQ� D�
ZD\�WKDW�SUHYHQWV�FRQWDPLQDWLRQ�DQG�GHJUDGDWLRQ�

�E�� 7R� PD[LPL]H� VDPSOH� LQWHJULW\�� VDPSOHV� PXVW� EH� SODFHG� LQ� D�
VDQLWDU\�FRQWDLQHU�DQG�VWRUHG�LQ�D�ORFDWLRQ�WKDW�SUHYHQWV�FRQWDPLQD�
WLRQ�DQG�GHJUDGDWLRQ�

�F��(DFK�TXDOLW\�FRQWURO�VDPSOH�FRQWDLQHU�PXVW�EH�FOHDUO\�PDUNHG�
�TXDOLW\�FRQWURO�VDPSOH��DQG�ODEHOHG�ZLWK�WKH�IROORZLQJ�LQIRUPDWLRQ�

�L��7KH�FHUWLILFDWH�QXPEHU�DQG�QDPH�RI�WKH�FHUWLILHG�ODE�UHFHLY�
LQJ�WKH�VDPSOH�

�LL��7KH�OLFHQVH�QXPEHU�DQG�UHJLVWHUHG�WUDGH�QDPH�RI�WKH�OLFHQVHH�
VHQGLQJ�WKH�VDPSOH�

�LLL��7KH�GDWH�WKH�VDPSOH�ZDV�FROOHFWHG��DQG
�LY��7KH�ZHLJKW�RI�WKH�FDQQDELV��XVHDEOH�FDQQDELV��RU�FDQQDELV�

LQIXVHG�SURGXFW�WKH�VDPSOH�ZDV�FROOHFWHG�IURP�
�G�� 6DPSOLQJ� DQG� DQDO\VLV� UHTXLUHPHQWV� DSSO\� WR� DOO� FDQQDELV�

SURGXFWV�UHJXODWHG�E\�WKH�ERDUG�
���� $GGLWLRQDO� VDPSOLQJ� SURWRFROV� IRU� TXDQWLWLHV� RI� FDQQDELV�

IORZHU�
�D�� 6DPSOHV� PXVW� EH� RI� URXJKO\� HTXDO� ZHLJKW� QRW� OHVV� WKDQ� RQH�

JUDP�HDFK��(DFK�VDPSOH�PXVW�EH�GHGXFWHG�IURP�D�KDUYHVW�DV�GHILQHG�LQ�
:$&����������������

�E�� )RU� FDQQDELV� IORZHU� ZHLJKLQJ� XS� WR� ��� SRXQGV�� D� PLQLPXP� RI�
HLJKW�VDPSOHV�PXVW�EH�WDNHQ�

�F��)RU�FDQQDELV�IORZHU�ZHLJKLQJ����SRXQGV�RU�PRUH�EXW�OHVV�WKDQ�
���SRXQGV��D�PLQLPXP�RI����VDPSOHV�PXVW�EH�WDNHQ�

�G��)RU�FDQQDELV�IORZHU�ZHLJKLQJ����SRXQGV�RU�PRUH�EXW�OHVV�WKDQ�
���SRXQGV��D�PLQLPXP�RI����VDPSOHV�PXVW�EH�WDNHQ�

�H��)RU�FDQQDELV�IORZHU�ZHLJKLQJ����SRXQGV�RU�PRUH�EXW�OHVV�WKDQ�
���SRXQGV��D�PLQLPXP�RI����VDPSOHV�PXVW�EH�WDNHQ�

�I��)RU�FDQQDELV�IORZHU�ZHLJKLQJ����SRXQGV�RU�PRUH�EXW�QRW�PRUH�
WKDQ����SRXQGV��D�PLQLPXP�RI����VDPSOHV�PXVW�EH�WDNHQ�

���� 6DPSOH� UHWULHYDO� DQG� WUDQVSRUWDWLRQ�� &HUWLILHG� ODEV� PD\� UH�
WULHYH�VDPSOHV�IURP�D�FDQQDELV�OLFHQVHH
V�OLFHQVHG�SUHPLVHV�DQG�WUDQV�
SRUW�WKH�VDPSOHV�GLUHFWO\�WR�WKH�ODE�

���� &HUWLILHG�ODEV�PXVW�UHMHFW�RU�IDLO�D�VDPSOH�LI�WKH�ODE�KDV�
UHDVRQ�WR�EHOLHYH�WKH�VDPSOH�ZDV�QRW�FROOHFWHG�LQ�WKH�PDQQHU�UHTXLUHG�
E\� WKLV� VHFWLRQ�� DGXOWHUDWHG� LQ� DQ\� ZD\�� FRQWDPLQDWHG� ZLWK� NQRZQ� RU�
XQNQRZQ� VROYHQWV�� RU� PDQLSXODWHG� LQ� D� PDQQHU� WKDW� YLRODWHV� WKH� VDP�
SOLQJ�SURWRFROV��OLPLW�WHVWV��RU�DFWLRQ�OHYHOV�

>6WDWXWRU\� $XWKRULW\�� 5&:� ���������� DQG� ����� F� ��� �� ����� :65�
�������������������������ILOHG���������HIIHFWLYH���������6WDWXWRU\�$X�
WKRULW\�� 5&:� ���������� DQG� ����������� :65� ����������� �� ������������
ILOHG���������HIIHFWLYH���������6WDWXWRU\�$XWKRULW\��5&:�����������DQG�
����������� :65� ����������� �� ������������ ILOHG� ��������� HIIHFWLYH�
��������� :65� ����������� �� ������������ ILOHG� ��������� HIIHFWLYH�
��������@

&HUWLILHG�RQ���������� :$&����������� 3DJH��
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,QWHUPHGLDWH�3URGXFW�
7\SH 7HVWV�5HTXLUHG

&RQFHQWUDWH�RU�H[WUDFW�
PDGH�ZLWK�K\GURFDUERQV�
�VROYHQW�EDVHG�PDGH�
XVLQJ�Q�EXWDQH��
LVREXWDQH��SURSDQH��
KHSWDQH��RU�RWKHU�
VROYHQWV�RU�JDVHV�
DSSURYHG�E\�WKH�ERDUG�RI�
DW�OHDVW�����SXULW\�

���3RWHQF\�DQDO\VLV
���0\FRWR[LQ�VFUHHQLQJ
���5HVLGXDO�VROYHQW�WHVW
���3HVWLFLGH�VFUHHQLQJ
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���0\FRWR[LQ�VFUHHQLQJ
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���3RWHQF\�DQDO\VLV
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���0\FRWR[LQ�VFUHHQLQJ
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LQ�VROLG�IRUP

���3RWHQF\�DQDO\VLV
���0LFURELRORJLFDO�VFUHHQLQJ
���0\FRWR[LQ�VFUHHQLQJ
���3HVWLFLGH�VFUHHQLQJ

�G��(QG�SURGXFWV��$OO�FDQQDELV��FDQQDELV�LQIXVHG�SURGXFWV��FDQQD�
ELV�FRQFHQWUDWHV��FDQQDELV�PL[�SDFNDJHG��DQG�FDQQDELV�PL[�LQIXVHG�VROG�
IURP�D�SURFHVVRU�WR�D�UHWDLOHU�UHTXLUH�WKH�IROORZLQJ�TXDOLW\�DVVXUDQFH�
WHVWV�

(QG�3URGXFW�7\SH 7HVWV�5HTXLUHG
,QIXVHG�VROLG�HGLEOH ���3RWHQF\�DQDO\VLV

���:DWHU�DFWLYLW\�WHVWLQJ
,QIXVHG�OLTXLG��OLNH�D�
VRGD�RU�WRQLF�

���3RWHQF\�DQDO\VLV

,QIXVHG�WRSLFDO ���3RWHQF\�DQDO\VLV
&DQQDELV�PL[�SDFNDJHG�
�ORRVH�RU�UROOHG�

���3RWHQF\�DQDO\VLV

&DQQDELV�PL[�LQIXVHG�
�ORRVH�RU�UROOHG�

���3RWHQF\�DQDO\VLV

&RQFHQWUDWH�RU�FDQQDELV�
LQIXVHG�SURGXFW�IRU�
LQKDODWLRQ

���3RWHQF\�DQDO\VLV

�H��(QG�SURGXFWV�FRQVLVWLQJ�RI�RQO\�RQH�LQWHUPHGLDWH�SURGXFW�WKDW�
KDV�QRW�EHHQ�FKDQJHG�LQ�DQ\�ZD\�DUH�QRW�VXEMHFW�WR�SRWHQF\�DQDO\VLV�

����8VHDEOH�IORZHU��D�EDWFK�RI�FDQQDELV�FRQFHQWUDWH��RU�D�EDWFK�
RI�FDQQDELV�LQIXVHG�SURGXFW�PD\�QRW�EH�VROG�XQWLO�WKH�FRPSOHWLRQ�DQG�
VXFFHVVIXO�SDVVDJH�RI�UHTXLUHG�TXDOLW\�FRQWURO�WHVWLQJ��H[FHSW�

�D��/LFHQVHHV�PD\�ZKROHVDOH�DQG�WUDQVIHU�EDWFKHV�RU�TXDQWLWLHV�RI�
FDQQDELV�IORZHU�DQG�RWKHU�PDWHULDO�WKDW�ZLOO�EH�H[WUDFWHG��DQG�FDQQD�
ELV�PL[�DQG�QRQVROYHQW�H[WUDFWV��IRU�WKH�SXUSRVHV�RI�IXUWKHU�H[WUDF�
WLRQ�SULRU�WR�FRPSOHWLQJ�UHTXLUHG�TXDOLW\�FRQWURO�WHVWLQJ�
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�D��8SRQ�DSSURYDO�E\�WKH�ERDUG��IDLOHG�TXDQWLWLHV�RI�FDQQDELV�RU�

EDWFKHV�PD\�EH�XVHG�WR�FUHDWH�H[WUDFWV��$IWHU�SURFHVVLQJ��WKH�H[WUDFW�
PXVW�SDVV�DOO�TXDOLW\�FRQWURO�WHVWV�UHTXLUHG�LQ�WKLV�VHFWLRQ�EHIRUH�LW�
PD\�EH�VROG��XQOHVV�IDLOHG�IRU�WHVWV�WKDW�UHTXLUH�LPPHGLDWH�GHVWUXF�
WLRQ�

�E�� 5HWHVWLQJ�� $� SURGXFHU� RU� SURFHVVRU� PXVW� UHTXHVW� UHWHVWLQJ��
7KH�ERDUG�PD\�DXWKRUL]H�WKH�UHWHVW�WR�YDOLGDWH�D�IDLOHG�WHVW�UHVXOW�RQ�
D�FDVH�E\�FDVH�EDVLV��7KH�SURGXFHU�RU�WKH�SURFHVVRU�UHTXHVWLQJ�WKH�UH�
WHVW�PXVW�SD\�IRU�WKH�FRVW�RI�DOO�UHWHVWLQJ�

�F��5HPHGLDWLRQ��5HPHGLDWLRQ�LV�D�SURFHVV�RU�WHFKQLTXH�DSSOLHG�WR�
TXDQWLWLHV�RI�FDQQDELV�IORZHU��ORWV��RU�EDWFKHV��5HPHGLDWLRQ�PD\�RFFXU�
DIWHU� WKH� ILUVW� IDLOXUH�� GHSHQGLQJ� RQ� WKH� IDLOXUH�� RU� LI� D� UHWHVW�
SURFHVV�UHVXOWV�LQ�D�VHFRQG�IDLOXUH��3HVWLFLGH�IDLOXUHV�PD\�QRW�EH�UH�
PHGLDWHG�

�L��3URGXFHUV�DQG�SURFHVVRUV�PD\�UHPHGLDWH�IDLOHG�FDQQDELV�IORZ�
HU��ORWV��RU�EDWFKHV�VR�ORQJ�DV�WKH�UHPHGLDWLRQ�PHWKRG�GRHV�QRW�LPSDUW�
DQ\�WR[LF�RU�KDUPIXO�VXEVWDQFH�WR�WKH�XVHDEOH�FDQQDELV��FDQQDELV�FRQ�
FHQWUDWHV��RU�FDQQDELV�LQIXVHG�SURGXFW��5HPHGLDWLRQ�VROYHQWV�RU�PHWK�
RGV�XVHG�RQ�WKH�FDQQDELV�SURGXFW�PXVW�EH�GLVFORVHG�WR�

�$��$�OLFHQVHG�SURFHVVRU�
�%��7KH�SURGXFHU�RU�SURGXFHU�SURFHVVRU�ZKR�WUDQVIHUV�WKH�FDQQDELV�

SURGXFWV�
�&�� $� OLFHQVHG� UHWDLOHU� FDUU\LQJ� FDQQDELV� SURGXFWV� GHULYHG� IURP�

WKH�UHPHGLDWHG�FDQQDELV�IORZHU��ORW��RU�EDWFK��RU
�'��7KH�FRQVXPHU�XSRQ�UHTXHVW�
�LL��7KH�HQWLUH�TXDQWLW\�RI�FDQQDELV�IURP�ZKLFK�WKH�IDLOHG�VDP�

SOH�V��ZHUH�GHGXFWHG�PXVW�EH�UHPHGLDWHG�
�LLL��1R�UHPHGLDWHG�TXDQWLW\�RI�FDQQDELV�PD\�EH�VROG�RU�WUDQVSRU�

WHG�XQWLO�TXDOLW\�FRQWURO�WHVWLQJ�FRQVLVWHQW�ZLWK�WKH�UHTXLUHPHQWV�RI�
WKLV�VHFWLRQ�LV�FRPSOHWHG�

�LY��,I�D�IDLOHG�TXDQWLW\�RI�UHPHGLDWHG�FDQQDELV�LV�QRW�UHPHGL�
DWHG�RU�UHSURFHVVHG�LQ�DQ\�ZD\�DIWHU�D�ILUVW�IDLOXUH��LW�FDQQRW�EH�UH�
WHVWHG��$Q\�VXEVHTXHQW�FHUWLILFDWHV�RI�DQDO\VLV�SURGXFHG�ZLWKRXW�UHPH�
GLDWLRQ� RU� UHSURFHVVLQJ� RI� WKH� IDLOHG� TXDQWLW\� RI� FDQQDELV� ZLOO� QRW�
VXSHUVHGH�WKH�RULJLQDO�FRPSOLDQFH�WHVWLQJ�FHUWLILFDWH�RI�DQDO\VLV�

���� 5HIHUHQFLQJ�� &HUWLILHG� ODEV� PD\� UHIHUHQFH� VDPSOHV� IRU� P\FR�
WR[LQV��KHDY\�PHWDOV��DQG�SHVWLFLGHV�WHVWLQJ�WR�RWKHU�FHUWLILHG�ODEV�
E\� VXEFRQWUDFWLQJ� IRU� WKRVH� ILHOGV� RI� WHVWLQJ�� /DEV� PXVW� UHFRUG� DOO�
UHIHUHQFLQJ� WR� RWKHU� ODEV� RQ� D� FKDLQ�RI�FXVWRG\� PDQLIHVW� WKDW� LQ�
FOXGHV�� EXW� LV� QRW� OLPLWHG� WR�� WKH� IROORZLQJ� LQIRUPDWLRQ�� /DE� QDPH��
FHUWLILFDWLRQ�QXPEHU��WUDQVIHU�GDWH��DGGUHVV��FRQWDFW�LQIRUPDWLRQ��GH�
OLYHU\�SHUVRQQHO��VDPSOH�,'�QXPEHUV��ILHOG�RI�WHVWLQJ��DQG�UHFHLYLQJ�
SHUVRQQHO�

����&HUWLILHG�ODEV�DUH�QRW�OLPLWHG�LQ�WKH�DPRXQW�RI�XVHDEOH�FDQ�
QDELV� DQG� FDQQDELV� SURGXFWV� WKH\� PD\� KDYH� RQ� WKHLU� SUHPLVHV� DW� DQ\�
JLYHQ�WLPH��EXW�D�FHUWLILHG�ODE�PXVW�KDYH�UHFRUGV�SURYLQJ�DOO�FDQQDELV�
DQG� FDQQDELV�LQIXVHG� SURGXFWV� LQ� WKH� FHUWLILHG� ODE
V� SRVVHVVLRQ� DUH�
KHOG�RQO\�IRU�WKH�WHVWLQJ�SXUSRVHV�GHVFULEHG�LQ�WKLV�FKDSWHU�
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Department of Cannabis Control 
Medicinal and Adult-Use Commercial Cannabis Regulations 

California Code of Regulations Title 4 
Division 19. Department of Cannabis Control 

Chapter 1. All Licensees  
Article 1. Division Definitions and General Requirements 

§15000. Definitions. 
(a) “Act” means the Medicinal and Adult-Use Cannabis Regulation and Safety Act, 
codified in Business and Professions Code section 26000, et seq. 

(b) “Adulterated” or “adulteration” has the meaning stated in section 26039.6(a) of the 
Act. 

(c) “Allergen” means a major food allergen as defined in 21 U.S.C § 321(qq). 

(d) “Appellation of Origin” means a designation to indicate that the cannabis meets the 
requirements developed by the program established pursuant to section 26063 of the 
Act. 

(e) “Applicant” means an owner that is applying for a Department-issued license. 

(f) “Batch” means a specific quantity of homogeneous cannabis or cannabis product that 
is one of the following types: 

(1) “Harvest batch” means a specifically identified quantity of dried flower or trim, leaves, 
and other cannabis plant matter that is harvested at the same time, and, if applicable, 
cultivated using the same pesticides and other agricultural chemicals. 

(2) “Manufactured cannabis batch” or “production batch” means either:  

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

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

(g) “Cannabis accessories” has the meaning stated in Health and Safety Code section 
11018.2. 

(h) “Cannabis concentrate” means cannabis that has undergone a process to 
concentrate one or more active cannabinoids, thereby increasing the product’s potency. 
For purposes of this division, “cannabis concentrate” includes, but is not limited to, the 
kief, tinctures, capsules, suppositories, extracts, butter, vape cartridges, inhaled products 
(e.g., dab, shatter, and wax), and tablets as defined in subsection (nnn). 
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destroyed, the date, time, and the names and signatures of persons involved in these 
activities shall be recorded on the COC form. 

(d) Once the custody of the sample changes between licensees, the COC form for that 
change of custody may not be altered. 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 
26102, 26104 and 26110, Business and Professions Code. 

§ 15707. Harvest Batch Sampling. 
(a) The sampler shall obtain a representative sample from each prepacked or unpacked 
harvest batch. The representative sample must weigh 0.35% of the total harvest batch 
weight. 

(b) A sampler may collect a representative sample greater than 0.35% of the total 
harvest batch weight of a prepacked or unpacked harvest batch 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 shall not be released for retail sale. 

(d) When the sampler obtains a representative sample from an unpacked harvest batch, 
the sampler shall do all the following: 

(1) Collect the number of sample increments relative to the unpacked harvest batch size 
as listed in the following table; 

(2) Obtain sample increments from random and varying locations of the unpacked 
harvest batch, both vertically and horizontally. To the extent practicable, the sample 
increments obtained from an unpacked harvest batch shall be of equal weight; and 

(3) To the extent practicable, collect an equal number of sample increments from each 
container if the unpacked harvest batch is stored in multiple containers. 

Unpacked Harvest Batch Size (pounds) Number of Increments (per sample) 
������ 8 
10.1 – 20.0 16 
20.1 – 30.0 23 
30.1 – 40.0 29 
40.1 – 50.0 34 

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 
26104 and 26110, Business and Professions Code. 

§15708. Cannabis Product Batch and Pre-Roll Sampling. 
(a) The sampler shall obtain a representative sample from each cannabis product batch 
or pre-roll batch. 
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