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BACKGROUND: 

 

Industrial hemp (hemp) is from the plant genus Cannabis and the plant species Cannabis sativa L.  There 

are over 100 molecules or compounds known as cannabinoids found in the Cannabis plant.  Delta-9 

Tetrahydrocannabinol (THC) is the only intoxicating cannabinoid.  Cannabidiol (CBD) is a non-

intoxicating cannabinoid. Both hemp and marijuana belong to the plant species of Cannabis sativa L. 

however, per David Williams, Professor, Plant and Soils Science Department, University of Kentucky, 
the gene predisposition of the plant variety will determine if the plant is marihuana which is high in THC 

and low in CBD, or if the plant is hemp which is low in THC and high in CBD.   

 

On February 2, 2001, the United States of America as represented by the Department of Health and 

Human Services, filed patent number 6630507 claiming cannabinoids as antioxidants and 

neuroprotectants.  This patent asserts 26 method claims for the treatment of diseases caused by oxidative 

stress, and yet the Food and Drug Administration’s (FDA) stance has been that there are no medical uses 

for Cannabis causing the Drug Enforcement Agency (DEA) to class it (marijuana) as a schedule I 

controlled substance which prohibits its availability for physician prescribing, while the Center for 

Disease Control (CDC) cites that there have been zero overdoses due to marijuana use. 

 

In the 2004 DEA vs Hemp Industries Association case, the 9th Federal Circuit Court ruled that products 

made from parts of the plant that are not scheduled (hemp) are not illegal and neither are the naturally 

occurring cannabinoids contained within those products.  

 

In 2014, Congress passed the Agricultural Act of 2014,  which states “the term `industrial hemp' means 

the plant Cannabis sativa L. and any part of such plant, whether growing or not, with a delta-9 

tetrahydrocannabinol concentration of not more than 0.3 percent on a dry weight basis”.     

In September of 2016, the Texas Department of Public Safety (DPS) seized federally compliant (0.3% or 

less THC) hemp CBD products from People’s Pharmacy in Austin and those products were tested by 

DPS.  “The report indicates the presence of cannabidiol (CBD). The report does not indicate any 

detectable tetrahydrocannabinol (THC).  Given certain ambiguities regarding the status of cannabidiol 

under the Texas Controlled Substances Act, the department, after consulting with prosecutors, does not 

intend to pursue enforcement action based on the tested substance.  This discretionary enforcement 

decision does not constitute a general opinion about the legality of any product.”  These products are still 

on store shelves in People’s Pharmacy and across Texas. 

Note:  Different federal agencies use two different spellings when describing Cannabis – FDA uses 

“marijuana”, while the DEA uses the spelling “marihuana” as also seen in Texas statute. 

  

https://patents.google.com/patent/US6630507B1/en
http://www.votehemp.com/legal_cases_DEA.html
https://www.gpo.gov/fdsys/pkg/BILLS-113hr2642enr/pdf/BILLS-113hr2642enr.pdf
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COMMENTS REGARDING THE PROPOSED INSPECTION PROTOCOL: 

 

Based upon conversations with the Texas Department of State and Health Services (DSHS) Consumer 

Protection Division and the Foods Group Policy/Standards/QA Unit in regards to the proposed inspection 

protocol for hemp and hemp by-products in food, it appears DSHS staff have the following assumptions. 

 

1) Cannabidiol (CBD) is a controlled substance. 

2) CBD derived from hemp is not permitted as food by the FDA. 

3) The proposed inspection protocol would be an internal document and not a DSHS rule. 

4) DSHS has found no research to suggest that CBD poses a risk to public health. 

5) DSHS has no knowledge of clear enforcement directives from FDA or state law regarding 

hemp derived CBD 

 

The preliminary assumptions taken by DSHS are based upon staff research including information from 

the Food and Drug Administration (FDA) website entitled FDA and Marijuana: Questions and 

Answers (FDA QA) https://www.fda.gov/NewsEvents/PublicHealthFocus/ucm421168.htm#dietsuppsexclude 

 

COMMENTS TO ASSUMPTION 1) Cannabidiol (CBD) is a controlled substance 

 

Clarity of the legality of hemp can be found from: 

 

A) Letter from Senator Mitch McConnell to the US Department of Agriculture,  

 

“Federal law, however does not limit the ability to sell lawfully grown industrial hemp products 

only to states with agricultural pilot programs.  It only requires that the products be from 

“industrial hemp that is grown or cultivated in accordance” with an authorized pilot program.  

See Section 763(2) of P.L. 114-113 (Division A)  

The importation of hemp products is legal in all fifty states.” 

 

B)   As evidenced by the link to the DEA Controlled Substances in Alphabetical Order neither 

cannabidiol nor CBD are listed as a controlled substance nor are any other cannabinoids found in the 

Cannabis plant except for delta-9 tetrahydrocannabinol (THC), which is the only intoxicating molecule 

found in Cannabis.  

 

C)  On December 14, 2016, the Drug Enforcement Agency (DEA) issued a final rule regarding a new 

drug code for:  

 

Marihuana Extract—(7350)Meaning an extract containing one or more cannabinoids that has been 

derived from any plant of the genus Cannabis, other than the separated resin (whether crude or 

purified) obtained from the plant.   

 

https://www.fda.gov/NewsEvents/PublicHealthFocus/ucm421168.htm#dietsuppsexclude
http://www.deadiversion.usdoj.gov/schedules/orangebook/c_cs_alpha.pdf
https://www.deadiversion.usdoj.gov/fed_regs/rules/2016/fr1214.htm
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The highlighted statement in the DEA final rule above generated great confusion since it creates conflict 

with federal law regarding the definition of industrial hemp.  Hemp is part of the genus Cannabis and it is 

not a controlled substance per the Agricultural Act of 2014 that states, “any part of such plant” is hemp.   

Due to the confusion created by the marihuana extract code 7350 final rule, the Hemp Industries 

Association (HIA) filed suit against the DEA.  On February 15, 2018 the 9th District Court of Appeals 

heard oral arguments in the case of HIA vs DEA.  The following is a link https://youtu.be/eOEn93V0V7w 

to the hearing.   

At minute marker, 12:40, the DEA attorney states, “Sarah Carol, on behalf of the government, 

Judge Tallmann I think you put it just right when you described this as just the addition of a new 

tracking code basically for administrative purposes.  This new identification number applies 

simply to a subset of the substances that the CSA has always defined as marijuana which has 

always been a Schedule one substance under the CSA and this is clear from the preamble to the 

rule, DEA said that several times in the preamble in a few different ways, DEA has since issued 

guidance as Judge Murphy pointed out which says in a few more ways that this new tracking code 

does not apply to any substance that wasn’t previously controlled.”   

At minute marker, 17.04,  

Judge Murphy states,  

“but there’s confusion here such that somebody can seize a bunch of hemp from a manufacturer in 

whatever state and deem it to be scheduled in and prosecute them  

DEA – Sarah Carol states, 

“If someone did that the remedy would be to challenge that seizure in whatever proceeding was in 

appropriate and say hey you misunderstood federal law, this is hemp that is exempt from CSA 

regulation and it was wrong for you to seize it.” 

 

Further clarification can be found on the DEA website page entitled, “Clarification of the New 

Drug Code (7350) for Marijuana Extract” and in the Congressional Amicus Brief filed on behalf 

of the HIA.     

************************************************************************************

Based upon the testimony from the DEA attorney: 

a) the marijuana code 7350 is only for a “subset of substances” that are regulated by the CSA 

which would be marihuana.   

b) Hemp is exempt from CSA regulation.   

It can be concluded that the “subset substances” mentioned by the DEA are referring to CBD and other 

cannabinoids from marihuana. CBD and other cannabinoids from hemp are not a “subset substance” of 

marijuana.   

************************************************************************************ 

 

https://youtu.be/eOEn93V0V7w
https://www.deadiversion.usdoj.gov/schedules/marijuana/m_extract_7350.html
https://www.deadiversion.usdoj.gov/schedules/marijuana/m_extract_7350.html
https://polis.house.gov/uploadedfiles/amicus_brief.pdf
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COMMENTS TO ASSUMPTION 2) CBD derived from processed hemp is not permitted as food by 

the FDA. 

 

DSHS did not dispute the legality of CBD derived from processed hemp but rather CBD use in food.  

Given that DSHS indicated that their research included the FDA and Marijuana: Questions and Answers 

(FDA QA) webpage, it should be noted that the page makes no reference to hemp, therefore, it can 

be asserted that this information is pertaining to marijuana and not industrial hemp.   

 

As attested to by the DEA attorney from above, marijuana extract is not derived from industrial hemp so 

comments under the FDA QA section would be related to marijuana and marijuana extracts and not hemp 

since hemp and the subset substances of hemp are not CSA regulated nor are they a drug.  It would 

reason that the following sections regarding prohibition and restriction of CBD or THC would 

apply to CBD or THC from marijuana and not hemp. 

13. Can products that contain THC or cannabidiol (CBD) be sold as dietary supplements? 

A. No. Based on available evidence, FDA has concluded that THC and CBD products are 

excluded from the dietary supplement definition under sections 201(ff)(3)(B)(i) and (ii) of the 

FD&C Act, respectively. 

14. Is it legal, in interstate commerce, to sell a food to which THC or CBD has been added? 

A. No. Under section 301(ll) of the FD&C Act, it is prohibited to introduce or deliver for 

introduction into interstate commerce any food (including any animal food or feed) to which has 

been added a substance which is an active ingredient in a drug product that has been approved 

under 21 U.S.C. § 355 (section 505 of the Act) or a drug for which substantial clinical 

investigations have been instituted and for which the existence of such investigations has been 

made public.  

If sections 13 and 14 from the FDA QA website were pertaining to industrial hemp, these FDA comments 

would result in the prohibition of the “use” of industrial hemp, which would be in direct conflict with the 

2018  Consolidated Appropriations Act, 2018 section 729. 

 

SEC. 729. None of the funds made available by this Act or any other Act may be used  

(1) in contravention of section 7606 of the Agricultural Act of 2014 (7 U.S.C. 5940); or (2) to 

prohibit the transportation, processing, sale, or use of industrial hemp, or seeds of such plant, 

that is grown or cultivated in accordance with subsection section 7606 of the Agricultural Act of  

2014, within or outside the State in which the industrial hemp is grown or cultivated. 

But since sections 13 and 14 above are clearly pertaining to marijuana and not hemp, there is not a 

conflict. 

 

 

 

https://www.gpo.gov/fdsys/pkg/CPRT-115HPRT29374/pdf/CPRT-115HPRT29374.pdf
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COMMENTS TO ASSUMPTION 3) the proposed inspection protocol would be an internal 

document and not a DSHS rule. 

 

If the proposed inspection protocol is implemented as written, this protocol would in essence create a 

state-wide ban on ALL industrial hemp products since CBD and trace THC are endogenous to all hemp 

products.  Implementing a protocol where inspectors will force retailers to return products to the 

manufacturer or destroy the products that contains the words phytocannabinoid, CBD or THC, would 

result in selective and discriminatory enforcement.  DSHS inspector enforcement would only effect local 

store fronts where an inspector has visited while not prohibiting the on-line sale of hemp CBD products 

sold into Texas by Amazon, Wal-mart and countless other on-line retailers.  Attempting to require the 

removal of any use of the molecules of CBD or THC from hemp product labeling is the equivalent of not 

allowing the use of the of the molecules hydrogen or oxygen or H2O in the labeling or marketing of water 

products.   

 

The proposed language also introduces the term “trace CBD” which has no reference in Texas or Federal 

statute or rule. The only reference to cannabidiol in state law originated from the 2015 Compassionate 

Use Act for access to Cannabis as medical marijuana that is only available by physician prescription to 

patients with the diagnosis of intractable epilepsy. 

Section 169.001 in the Occupations Code definition of low THC.   

(3) "Low-THC cannabis" means the plant Cannabis sativa L., and any part of that plant or any 

compound, manufacture, salt, derivative, mixture, preparation, resin, or oil of that plant that 

contains: 

(A)  not more than 0.5 percent by weight of tetrahydrocannabinols; and 

(B)  not less than 10 percent by weight of cannabidiol 

 

Industrial hemp products are not subject to the above Section 169.001 as this definition of low THC 

Cannabis is in fact marihuana and not hemp since it permits concentrations of 0.5% THC that surpasses 

the 0.3% concentration of THC as federally defined as industrial hemp.   

 

Concentrations of CBD vary dependent upon of areas of the plant where the products are extracted but 

CBD is endogenous to all hemp products.  There are no state or federal laws restricting concentration 

levels of CBD. 

 

CBD can also be found in other foods such as flax seed oil.  It stands to reason, if CBD is not a FDA 

approved food item, then the inspection protocol would need to be expanded to include flax oil in the list 

of products to be removed from retail stores. 

 

DSHS expressed that this protocol does not constitute a rule and their intent is to develop an internal 

document for their inspectors.  As an internal document, there are no provisions indicated that would 

inform retailers or the public of DSHS intent to remove hemp CBD products from store shelves.  As 

written, this protocol would serve as a ban of hemp CBD products from all Texas retailers without any 

support of state law and in direct conflict with federal law. 

 

http://www.statutes.legis.state.tx.us/Docs/OC/pdf/OC.169.pdf
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COMMENTS TO ASSUMPTION 4) DSHS has found no research to suggest that CBD poses a risk 

to public health. 

 

Research has shown that all mammals possess an endocannabinoid system.  The human body produces a 

cannabinoid known as Anandamide which can be found in mother’s breast milk.   

 

In March of 2018, hemp seeds, oil and protein powder received self-affirmed Generally Recognized as 

Safe (GRAS) status from the FDA.   

 

COMMENTS TO ASSUMPTION 5) DSHS has no knowledge of clear enforcement directives from 

FDA or state law regarding CBD 

From the FDA QA. 

16. Will FDA take enforcement action regarding THC and CBD products that are marketed as dietary 
supplements? What about foods to which THC and CBD has been added? 

A. When a product is in violation of the FD&C Act, FDA considers many factors in deciding whether or not to 
initiate an enforcement action. Those factors include, among other things, agency resources and the threat to 
the public health. FDA also may consult with its federal and state partners in making decisions about whether 
to initiate a federal enforcement action. 

FDA has not issued a notice of enforcement action to DSHS in regards to CBD.  The only referenced 

enforcement by FDA regarding CBD has been in reference to the use of CBD in health claims related to 

diagnosis and treatment of disease and no warning letters have been issued CBD as a food item.   

 

It is the earnest expectation and hope of the Texas Hemp Industries Association that since DSHS 

acknowledges that their research has found no “risks to public health”, that DSHS will make a 

discretionary enforcement decision similar to the DPS opinion that stated, “given certain ambiguities 

regarding the status of cannabidiol”, DSHS chooses to regulate all hemp products based solely on the 

concentration of THC being 0.3% or less. 

 

Kind regards, 

 

 
 

Sheila Hemphill 

Executive Director 

Texas Hemp Industries Association 

 

https://www.prnewswire.com/news-releases/manitoba-harvest-announces-regulatory-breakthrough-in-hemp-food-with-self-affirmed-gras-status-300609113.html
https://www.prnewswire.com/news-releases/manitoba-harvest-announces-regulatory-breakthrough-in-hemp-food-with-self-affirmed-gras-status-300609113.html

