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STATE OF NEW MEXICO 
COUNTY OF SANTA FE 
FIRST JUDICIAL DISTRICT COURT 
 
NEW MEXICO TOP ORGANICS- ULTRA HEALTH, INC., PECOS VALLEY 
PRODUCTION, G&G GENETICS, INC., HEATH GRIDER, SCEPTER 
LAB LLC, and VITALITY EXTRACTS LLC 
 Petitioners, 
 
v.         No. D-101-CV-2020-01485 
         consolidated with 
         D-101-CV-2020-01573 
 
NEW MEXICO DEPARTMENT OF HEALTH, 
 Respondent. 
 
PETITIONER NEW MEXICO TOP ORGANICS-ULTRA HEALTH’S STATEMENT OF 

REVIEW ISSUES 
 

 PETITIONER New Mexico Top Organics-Ultra Health, by counsel of record and 

pursuant to Rule 1-075(K) NMRA, submits this Statement of Review Issues to the Court. 

I. Statement of the Issues 

 1. Are the Department of Health’s promulgated rules 7.34.4.10, 7.34.4.12, 7.34.4.18, 

7.34.4.19, 7.34.4.9(A)(1), 7.34.4.9(A)(11), 7.34.4.8(R)(1)(b), 7.34.4.14(F)(1)(a), 

7.34.4.14(B)(3), and 7.34.4.16 arbitrary and capricious? 

 2. Are the Department of Health’s promulgated rules 7.34.4.10, 7.34.4.12, 7.34.4.18, 

7.34.4.19, 7.34.4.14(B)(3) unsupported by substantial evidence? 

 3. Are the Department of Health’s promulgated rules 7.34.4.9(A)(3) and 7.34.4.9(A)(31) 

outside the scope of the Department’s authority? 

 4. Are the Department of Health’s promulgated rules 7.34.4.10, 7.34.4.12, 7.34.4.18, 

7.34.4.19, and 7.34.4.31(B) not in accordance with law? 

II. Summary of Proceedings  

 A. Nature of Case This appeal derives from an administrative rulemaking conducted by 
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the Department of Health (hereinafter “DOH”) pursuant to the Lynn and Erin Compassionate 

Use Act, NMSA 1978 Section 26-2B-7 (2019). New Mexico first enacted the Compassionate 

Use Act in 2007, and the Act makes lawful the production, possession, distribution, sale, and use 

of medical cannabis. The Compassionate Use Act licenses various categories of businesses to 

lawfully undertake cannabis-related activities, including producers, manufacturers, and testing 

laboratories. §§ 26-2B-2 and 26-2B-4. In 2019, the Legislature amended the Compassionate Use 

Act and directed DOH to “promulgate rules…to implement the purpose of the Lynn and Erin 

Compassionate Use Act.  The rules shall… identify requirements for testing and labeling of 

cannabis and cannabis products for quality assurance” and “identify requirements for the 

licensure of cannabis producers…cannabis manufacturers, cannabis testing facilities.”  § 26-2B-

7(A). At the time of the statutory amendment in 2019, there were existing DOH regulations 

regarding cannabis testing and licensure, but in accordance with the statutory amendment, DOH 

began a rulemaking in 2019 to amend those regulations. 

 This appeal particularly focuses on 7.34.4.10, 7.34.4.12, 7.34.4.18, and 7.34.4.19 NMAC, 

which set testing standards for medical cannabis. These rules define the size of each cannabis 

batch, mandate the sample volume which must be tested from each batch, list the substances for 

which testing laboratories must search within the samples, list the laboratory techniques which 

the laboratories may use, and define the “action levels” for each substance, meaning the amount 

of the tested substances which will qualify or disqualify the batch for sale to patients. If the 

laboratory determines that a sample contains less than the “action level” of a substance, then the 

batch can be sold to patients. If the laboratory finds that a sample contains more than the “action 

level,” then the batch cannot be sold to patients. 7.34.4.10 NMAC.   

 Previous versions of the cannabis regulations addressed testing, but the amendments 
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proposed by DOH in 2019 increased the prescribed sample volume, changed the allowable 

laboratory techniques, changed the “action levels” that can qualify or disqualify batches for sale, 

and increased the number of substances for which testing laboratories must search. The red-lined 

version of the proposed amendments, which shows the new material in context, can be seen at 

RP 0176-0228. According to DOH’s official summary, the amended version of 7.34.4.10 NMAC 

adds “[n]ew testing requirements” for the “presence of heavy metals, certain pesticides, and 

moisture content,” “specifies minimum sample sizes,” “expands the scope of potency testing, to 

include certain additional cannabinoids,” and adds “new tables that specify the action levels for 

microbiological, mycotoxin, [and] residual solvent[s].” [RP 0231.] The new regulations also 

require random weekly testing of finished cannabis derived products, including edible products. 

[RP 0231.] This means licensed producers must test cannabis at the raw-ingredient phase—the 

flowers, leaves, and oils extracted from the plant—and at the finished, sale-able product phase.  

 7.34.4.12 NMAC allows DOH to randomly sample products from off the shelf; that is, 

DOH employees can walk into a dispensary and take products, without compensation, to test. 

7.34.4.18 and 7.34.4.19 NMAC create stringent and specific requirements for the laboratories 

that test cannabis.  The laboratories must use very specific instruments and processes.  

 B. Course of Proceedings DOH’s medical cannabis rulemaking began in October 2019, 

when DOH published a set of proposed amended regulations in the New Mexico Register, 

published notice of public hearing, and appointed a hearing officer. [RP 0234-0246.] Many 

producers, laboratories, manufacturers, and patients provided written public comment, and DOH 

held a public hearing on November 22, 2019 where attendees also provided public comment [RP 

0071-0073, 0247-0337, 0808-0817.] In advance of the public hearing, DOH prepared a 

“Summary of Proposed Amendments,” which explained DOH’s rationale in proposing the 
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regulatory amendments. [RP 0229-0239.] After the November 2019 public hearing, DOH did 

not adopt final regulations, but made some changes to the proposed amendments and issued 

notice of a second public hearing. [RP 0339-0340.] Ahead of the second public hearing, which 

occurred on January 16, 2020, DOH prepared a “Summary of Proposed Amendments and 

Response to Comments,” which again explained DOH’s defense of the proposed regulatory 

amendments and addressed some of the public comments submitted in November 2019. [RP 

0557-0570.] DOH received a second round of written and verbal public comments in January 

2020. [RP 0578-0790, 0817-0832.] The Hearing Office issued his Report and Recommendations 

on February 21, 2020.1 [RP 800-921.] However, DOH did not formally adopt the amended 

regulations until June 2020, when DOH Secretary Kunkel adopted and signed the “Statement of 

Reasons for Adoption of Rules” and transmitted the rules to the New Mexico Register. [RP 

0060-0070, 0001-0004.] The New Mexico Register published the final, adopted regulations on 

June 23, 2020. [RP 0001-0059.] On June 23, 2020—the same day the regulations were to 

become effective—DOH sent a letter to licensed entities notifying them that DOH “determined 

that new testing requirements will require supplementary proficiency, review and approval 

before implementation may begin that will take approximately nine months,” and therefore the 

licensed entities would not have to adhere to the new testing rules until April 1, 2021.2 

 In addition to recounting what DOH did do in the rulemaking, Petitioner will also recount 

 
1    The record contains an error regarding this date.  The Hearing Officer’s report, RP 0800, is clearly dated 
February 21, 2020.  However, the Secretary’s “Statement of Reasons for Adoption of Rules,” RP 0060, claims the 
Hearing Officer’s Report was “dated January 30, 2020 and received by the Cabinet Secretary on January 31, 2020.”  
There is a further anomaly where the Secretary’s Statement of Reasons, RP 0060, states the “rules shall become 
effective on March 24, 2020,” even though the Secretary signature, at RP 0070, is dated June 10, 2020 and even 
though the rules actually became effective until June 23, 2020.  Petitioner points out these errors as indicators of 
DOH’s carelessness in the rulemaking process.  
2     This letter is attached to Petitioner’s Motion to Supplement the Record, which was filed on September 10, 2020.  
Petitioner argues that this letter should be included in the Record. If the Court decides that this letter should not be 
included in the record, it may disregard this fact.  
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what DOH did not do and what the record does not contain.  The record is devoid of any 

contribution from the Medical Advisory Board, which is a board created by the Compassionate 

Use Act, Section 26-2B-6, and consisting of nine medical practitioners “knowledgeable about the 

medical use of cannabis.”  Section 26-2B-7 (2019) specifically states that “[a]fter consultation 

with the advisory board, the department shall promulgate rules…[to] identify requirements 

for testing and labeling of cannabis and…quality assurance” (emphasis added). The documents 

which contain DOH’s rationale for the regulations—the two Summaries of Proposed 

Amendments, the Statement of Reasons for Adoption, and one letter to the Hearing Officer—are 

devoid of any statements from any medical doctor, any scientist, or any subject-matter expert in 

botany, agriculture, chemistry, microbiology, engineering, or any other scientific area of inquiry. 

[RP 0060-0070, 0229-0239, 0557-0570, 0798-0799.]  

 DOH repeatedly claimed within its own statements that it used the United States 

Pharmacopeia testing standards for “nonsterile supplements” as the standards for medical 

cannabis, and yet DOH did not include a copy of those United States Pharmacopeia testing 

standards or any scientific opinion confirming that “nonsterile supplements” are an appropriate 

analogue for medical cannabis. [RP 0231 ¶ 7, 0232 ¶ 1, 0564-0565 #1, 0566 #5-6, 0567 #9, 

0798-0799, 0068 ¶ 30-31.]  

 No expert witness offered any comment, whether verbal or written, on behalf of DOH, 

and DOH’s submissions and explanations contain no reference to any expert witnesses or experts 

who were consulted. [RP 0247-0329, 0578-0790; 0060-0070, 0229-0239, 0557-0570, 0798-

0799; 0800-0832.] DOH did report that residual solvent standards “were also created in 

consideration of discussions between NMDOH personnel and commercial laboratory operators 

in Colorado,” but the record does not contain the names of these Colorado laboratories or a 
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record of the discussions. [RP 0231.] 

 DOH’s explanatory statements do not contain any data regarding incidents in which New 

Mexico medical cannabis patients suffered adverse health effects from ingesting lawfully-

obtained cannabis tainted by mycotoxins, microbiota, pesticide residue, or heavy metals. [RP 

0060-0070, 0229-0239, 0557-0570, 0798-0799.] DOH claimed vaguely that “vaping” cannabis 

tainted by pesticide residue poses health risks, but DOH did not show that any patient in New 

Mexico had been harmed by vaping lawfully obtained cannabis—i.e. cannabis obtained from a 

licensed producer. [RP 0064, ¶ 17.] The distinction is crucial, because even with the availability 

of lawful cannabis sources, patients may continue to utilize unlawful sources, and so any reports 

of adverse health effects must be distinguished between those connected to lawful sources versus 

unlawful sources of cannabis. DOH’s explanatory statements also contain no surveys of patients 

with data on adverse health effects caused by lawfully-obtained cannabis. 

 C. Disposition in the Agency The agency rulemaking resulted in the rules adopted on 

June 23, 2020. [RP 0005-0059.] 

 D. Preservation Petitioner Ultra Health submitted public comments to DOH in both 

November 2019 and January 2020. [RP 0250-0260, 0674-0685, 0689-0700.] Petitioner Ultra 

Health holds licenses as both producer and manufacturer of medical cannabis products.  

 E. Facts Relevant to Issues Presented for Review Petitioner claims DOH’s regulations 

regarding testing, 7.34.4.10, 7.34.4.12, 7.34.4.18, and 7.34.4.19 NMAC, are not supported by 

substantial evidence.  Rule 1-075(K)(2) NMRA requires that the summary of proceedings “shall 

include a short recitation of all facts relevant to the issues presented for review,” and a 

“contention that a decision or finding of fact is not supported by substantial evidence shall be 

deemed waived unless the summary of proceedings includes the substance of the evidence 
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bearing upon the proposition.”  Therefore, Petitioner provides here the facts and evidence 

regarding testing requirements and the other rules.  

 DOH’s Evidence Regarding Testing The evidence DOH put forth to support its proposed 

amendments to 7.34.4.10, 7.34.4.12, 7.34.4.18, and 7.34.4.19 NMAC is contained in the two 

Summaries of Proposed Amendments, the Statement of Reasons for Adoption, and one letter to 

the Hearing Officer. [RP 0060-0070, 0229-0239, 0557-0570, 0798-0799.] In those statements, 

DOH stated that it partially copied the testing standards for medical cannabis from the United 

States Pharmacopeia testing standards for “nonsterile supplements,” although DOH does not 

indicate which edition of the Pharmacopeia it used. [RP 0231 ¶ 7, 0232 ¶ 1, 0564-0565 #1, 0566 

#5-6, 0567 #9, 0798-0799, 0068 ¶ 30-31.] DOH also stated it copied the residual solvent 

standards from Oregon’s standards and used “discussions between NMDOH personnel and 

commercial laboratory operators in Colorado.” [RP 0231 ¶ 9.] DOH copied its list of 

pesticides—the pesticides for which New Mexico producers must test their cannabis—from 

Colorado’s regulations, and DOH copied the action levels for the pesticides from the Oregon 

Health Authority. [RP 0232 ¶ 1, 0065 ¶ 19-20.] DOH based the standards for heavy metal 

testing “on [DOH’s] review of standards in other states, including California, Washington, 

Nevada, and Oregon.” [RP 0231 ¶ 11.] 

 DOH’s rules do not allow testing laboratories to use enzyme-linked immunosorbent assay 

(ELISA) instrumentation, and DOH’s explanation for this is, “Upon information and belief, and 

based on a review of scientific literature, ELISA is only accurate in testing for one type of 

mycotoxin tested under the rule…” [RP 0236 ¶ 4.] DOH does not indicate which scientific 

literature its staff reviewed or which staff—legal, medical, or scientific—reviewed it.  

 DOH had to correct several typographical errors between its initial proposed regulations 
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and the finalized versions; these typographical errors concerned the measurements for the “action 

levels” of several tested substances.  [RP 0558-0559.] In four instances, DOH had initially 

written “mg/kg,” which indicates milligrams per kilogram.  DOH then had to correct to “μg/kg,” 

which indicates micrograms per kilogram.  The difference between a milligram and a microgram 

is several orders of magnitude: a milligram is 1,000 micrograms.  

 Although 7.34.4.12 NMAC allows DOH to take “off-the-shelf” cannabis products 

(without compensating the producer) for finished-product testing, DOH stated that it “does not 

possess the infrastructure or resources sufficient to conduct this testing at the present time, 

although (as noted) the proposed rule does incorporate a quality assurance testing component.” 

[RP 566 #5.] Furthermore, although DOH lacks its own testing ability, although it confused 

milligrams and micrograms, and although it relies on “information and belief” to disallow certain 

laboratory processes, DOH expressed concern that the state’s two licensed, validated cannabis 

laboratories “may not be able to adequately speciate between different molds.” [RP 0566 #5.] 

 Regarding the effects of the new testing regime on the patient cost for medical cannabis, 

DOH stated it “anticipates that the actual costs of testing will be substantially less than has been 

represented in the public comment,” “anticipates that there will be some increase to testing costs 

for producers, [but] that cost will be diluted by the volume of tests,” and “expects that the actual 

added costs to qualified patients resulting from additional testing will be substantially less than 

the costs suggested in some of the public comments” (emphasis added). [RP 0065 ¶ 21, 0566 

#2.] DOH’s sole calculation of the potential increase in costs to patients was the Secretary of 

Health’s arithmetic in the Statement of Reasons for Adoption. [RP 0065-066 ¶ 22-23.] DOH did 

not put forth any evidence regarding the effect of the testing regime on the supply of medical 

cannabis available for patient purchase. 
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 Evidence from Regulated Entities, Patients, and Advocates Regarding Testing Licensed 

cannabis producers, licensed manufacturers, and licensed laboratories, referred to herein 

collectively as “regulated entities,” submitted comments and evidence regarding 7.34.4.10, 

7.34.4.12, 7.34.4.18, and 7.34.4.19 NMAC.  Patients, advocates, and the Cannabis Chamber of 

Commerce also submitted comments and evidence.  

 The regulated entities presented a range of calculations for the amount of cannabis that 

would be sacrificed in order to satisfy all testing requirements: 25 grams-per-five-pound batch, 

0.5 pounds-per-five-pound-batch, 10% of harvested cannabis, 1% of dried cannabis and 20% of 

concentrates, 7,000 grams per year for one manufacturer, 146,000 grams per year collectively 

[RP 0247 ¶ 1, 0256 ¶ 4-5, 0292 ¶ 7, 0811 ¶ 6.]3 Other regulated entities, patients, and advocates 

did not quantify the loss, but informed DOH usable cannabis would increasingly be lost to the 

testing regime, both because of increased sample size and because more cannabis would fail the 

tests and become ineligible for sale; this loss would reduce supply in an already capped market, 

and patients would therefore be driven to unlawful, illicit sources of cannabis. [RP 0256 ¶ 6-7, 

0261, 0271 ¶ 2, 0291-0292 ¶ 7, 0327 ¶ 2, 0328 ¶ 1, 0718 ¶ 2, 0809 ¶ 2, 0810 ¶ 7, 0813 ¶ 6.] 

 The regulated entities presented a range of calculations for the increased costs of the 

testing regime: $30,000 per month for a laboratory to lease a heavy-metals detecting machine, 

$450,000 for a laboratory to purchase a pesticide-detecting machine, $250 per-sample for 

pesticide testing, $700-$750 per sample for the full testing panel, an overall increase of $4 

million per year in operating costs for each manufacturer, an increase of $5-8 per gram for the 

patient price, a collective cost of $1.8 million per year for all producers, an increase of $600 per 

batch for full testing, $250,000 per year for one producer. [RP 0285 ¶ 1-5, 0292 ¶ 1, 0297 ¶ 3, 

 
3 Should the Court wish to receive a physical copy of the public comments with these cited portions highlighted, 
Petitioner will be happy to provide one.  
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0298 ¶ 2, 0322 ¶ 2, 0776 ¶ 4, 0788 ¶ 8, 0815 ¶ 6, 0822-0823 ¶ 7.] Other regulated entities, 

patients, and advocates did not quantify the costs, but informed DOH that increased testing 

would result in higher costs in an already expensive market, and that patients would therefore be 

driven to unlawful, illicit sources of cannabis. [RP 0255 ¶ 1, 0261, 0271 ¶ 1-2, 0286 ¶ 6, 0291-

0292 ¶ 7, 0293 ¶ 4, 0322 ¶ 2, 0327 ¶ 2, 0328 ¶ 1, 0673, 0718 ¶ 2, 0776 ¶ 2-4, 0778 ¶ 3, 0810 ¶ 

7, 0813 ¶ 5, 0820 ¶ 3, 0821-0822 ¶ 5, 0831 ¶ 2.] 

 Regarding the danger and risk presented to patients by mycotoxins and heavy metals in 

medical cannabis, the licensed laboratories informed DOH that one lab had conducted 15,649 

mycotoxin tests on medical cannabis samples since the requirement was implemented in New 

Mexico, at a cost to producers of $704,205, without registering a single positive result, and that 

national reviews of cannabis testing revealed only a 0.11% positive rate for heavy metals and a 

0.4% positive rate for mycotoxins, which are in the range of statistical false positives. [RP 0284 

¶ 4, 0294 ¶ 6, 0296 ¶ 2, 0788 ¶ 4.]  

 Regarding potential scientific sources for cannabis testing standards, the licensed entities 

informed DOH that the Cannabis Safety Institute has published several studies, white papers, and 

recommendations for testing regimes. [RP 0283 ¶ 5, 0285 ¶ 3, 0287 ¶ 1, 0292 ¶ 4, 0296 ¶ 1, 

0297 ¶ 2, 0301 ¶ 1, 0789 ¶ 6.] The licensed entities, including laboratories, informed DOH that 

the Cannabis Safety Institute’s cannabis-specific recommendations included testing for heavy 

metals only where cannabis is grown outdoors on land and/or where there has been historical use 

of arsenic-based pesticides that have accumulated in the soil, enforcing sanitary conditions in 

manufacturing facilities rather than testing end-products (like edibles), testing only for three 

microbiota that have been shown to infest cannabis (four types of Aspergillus, total generic E. 

coli, and Salmonella), and not testing for total yeast and mold that do not infest cannabis. [Id.] 
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 Many regulated entities, patients, and advocates informed DOH that heavy metals and 

pesticides in cannabis can be controlled and/or eliminated by testing or controlling the inputs to 

medical cannabis, rather than the cannabis itself; the inputs are the water, soil, and growth media 

used to cultivate the cannabis. [RP 0271 ¶ 4, 0285 ¶ 4-7, 0294 ¶ 6, 0322 ¶ 3, 0710 ¶ 5, 0722 ¶ 

2, 0820 ¶ 3, 0822 ¶ 1, 0822-0823 ¶ 7.] The logic is that the cannabis absorbs the inputs, and so 

testing the inputs is just as effective as testing the plant itself. However, testing the inputs can be 

done less frequently and does not siphon off usable cannabis from the patient supply. Some 

commenters suggested DOH do the sampling and testing itself, but DOH stated it “does not 

possess the infrastructure or resources sufficient to conduct this testing.” [RP 566 #4.] 

 The two licensed cannabis laboratories in New Mexico submitted evidence that DOH did 

not appropriately seek their opinions prior to publishing proposed regulations.  DOH called the 

laboratories to a meeting in September 2019 to discuss the rules, but DOH did not provide the 

laboratories with an advanced copy of the proposals.  The laboratories had “one hour for 

commentary and that included having to read the proposed rules in the meeting in order to 

comment,” and even after that meeting, “DOH did not ‘hear’ the objections or incorporate any 

changes in the proposed rules that were subsequently published.” [RP 0294, ¶ 2-4.] At the time 

of the rulemaking, neither of the two laboratories had the ability to test for heavy metals or 

pesticide residues, and the laboratories informed DOH that acquiring the necessary equipment 

would cost hundreds of thousands of dollars—money the laboratories did not have and could not 

obtain easily, given federal restrictions on bank lending to cannabis businesses. [RP 0285 ¶ 2, 

0285 ¶ 5, 0292 ¶ 2, 0297 ¶ 2, 0298 ¶ 2.] 

 The two cannabis laboratories informed DOH that their current processes and equipment, 

some of which would be disallowed by the amended regulations, had been well-validated by 
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third parties. [RP 0296 ¶ 2-3, 0790 ¶ 2.] The laboratories also identified some basic and 

“embarrassing” errors by DOH regarding chemical names and equipment calibration. [RP 337.] 

 Evidence Regarding Other Issues Petitioner appeals 7.34.4.9(A)(3) NMAC, which 

prohibits a licensed producer from keeping hemp plants on a property licensed for cultivation of 

medical cannabis plants.  The entirety of DOH’s explanation regarding this provision is at RP 

0564 #1.  DOH provides no facts or evidence in support of its proposal; it merely states that it is 

“concerned” about “inversion.”  Petitioner Ultra Health provided legal argument to DOH that 

DOH lacked the authority to regulate the placement of hemp plants. [RP 0253 ¶ 5-9.] 

 7.34.4.9(A)(11) NMAC requires “that all floors (other than earthen floors), walls, and 

ceilings that are located within a permanent structure are constructed in such a manner that they 

are washable, wipeable, and non-absorbent, and can be kept clean, and kept in good repair.”  

Petitioner cannot locate any DOH evidence regarding this requirement. Petitioner Ultra Health 

and other licensed producers explained that their growing procedures are such that not all 

surfaces can be washable or wipeable. [RP 0252-0253, 0328.]   

7.34.4.14(B)(3) NMAC requires cannabis manufacturers to submit to DOH “a hazard 

analysis critical control point plan (HACCP) for each type of product that the manufacturer 

wishes to manufacture.” Petitioner Ultra Health informed DOH that such HACCP plans cost 

$25,000 for “small establishments” and also indicated that DOH lacked personnel with the 

expertise to evaluate HACCPs. [RP 0258 ¶ 5-7.] In response, DOH stated, “[t]he commenter 

suggested that a single HACCP would cost $25,000. The Department disagrees. An HACCP is 

essentially a written plan that identifies biological, chemical, and physical hazards that exist in 

the production and distribution of a product. The Department has no reason to believe that the 

creation of these plans will be cost prohibitive.” [RP 569 #2.] 
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 7.34.4.16 NMAC, “Labelling of Usable Cannabis; Drug Information Sheets,” requires 

extensive labeling of cannabis products and requires producers to “provide a copy of the drug 

information sheet to the qualified patient or primary caregiver at the time of sale or distribution.”  

DOH did not provide any evidence that any patients in New Mexico had been harmed in any 

way because they were not provided enough information about the cannabis they lawfully 

purchased.  The regulated entities informed DOH that requiring the labeling on the package was 

onerous, and that instead of crowding information onto a small label, producers could place the 

information on the required drug information sheet. [RP 0262, 0291 ¶ 3, 0293 ¶ 2-3, 772 ¶ 2-3.] 

III. Argument 
  
 A. Standard of Review The standard of review is set out at Rule 1-075(R) NMRA: “(1) 

whether the agency acted fraudulently, arbitrarily, or capriciously; (2) whether based upon the 

whole record on review, the decision of the agency is not supported by substantial evidence; (3) 

whether the action of the agency was outside the scope of authority of the agency; or (4) whether 

the action of the agency was otherwise not in accordance with law.” 

 As to the arbitrary-and-capricious standard, an “agency’s action is arbitrary and 

capricious if it provides no rational connection between the facts found and the choices made, or 

entirely omits consideration of relevant factors or important aspects of the problem at hand.’” 

Colonias Dev. Council v. Rhino Envtl. Servs. Inc., 2005-NMSC-024, ¶ 41, 138 N.M. 133. An 

agency’s ruling is arbitrary and capricious if the agency “failed to consider an important aspect 

of the problem, offered an explanation for its decision that runs counter to the evidence before 

the agency, or is so implausible that it could not be ascribed to a difference in view.” Rio Grande 

Chapter of the Sierra Club v. N.M. Mining Comm’n, 2003-NMSC-005, ¶ 12, 133 N.M. 97 

(internal quotation marks and citation omitted). 
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 As to the unsupported-by-substantial evidence standard, “‘[s]ubstantial evidence is 

evidence that a reasonable mind would recognize as adequate to support the conclusions reached 

by a fact-finder.”  N.M. Mining Assn. v. N.M. Water Quality Control Comm., 2007-NMCA-010, 

¶ 30, 141 N.M. 41. “The reviewing court must also look to evidence that is contrary to the 

findings and then decide whether, on balance, the agency’s decision was supported by substantial 

evidence.”  Tenneco Oil Co. v. N.M. Water Quality Control Comm’n, 1987-NMCA-153, ¶ 39, 

107 N.M. 469. “When the agency’s decision is supported by substantial evidence the reviewing 

court does not reweigh the evidence to reach a contrary result; however, when the evidence as a 

whole does not support the agency's decision, that decision cannot be upheld.” Id.  

 As to the not-in-accordance-with law standard, a regulation not in accordance with law 

should be vacated “if the agency unreasonably or unlawfully misinterprets or misapplies the 

law.” Archuleta v. Santa Fe Police Dep’t, 2005 NMSC-006, ¶ 18, 137 N.M. 161. Courts “are not 

bound by an agency’s interpretation of a statute, since it is a matter of law that is reviewed de 

novo.”  Rio Grande Sierra Club v. N.M. Mining Comm’n, 2003-NMSC-005, ¶ 17.   

 As to the outside-the-scope-of-the-agency’s authority standard, “[a]gencies are created by 

statute, and limited to the power and authority expressly granted or necessarily implied by those 

statutes.” Qwest Corp. v. N.M. Pub. Reg. Comm’n, 2006-NMSC-042, ¶ 20, 140 N.M. 440. An 

agency violates separation of powers principles when it “goes beyond the existing New Mexico 

statutes or case law it is charged with administering and claims the authority to modify this 

existing law or to create new law on its own.” State ex rel. Sandel v. N.M. Pub. Util. Comm’n, 

1999-NMSC-019, ¶ 12, 127 N.M. 272.  “An administrative agency has no power to create a rule 

or regulation that is not in harmony with its statutory authority.” Rivas v. Bd. of Cosmetologists, 

1984-NMSC-076, ¶ 3, 101 N.M. 592.  
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 Finally, the Court must recognize that the Compassionate Use Act provides an explicit 

“intelligible principle” to guide DOH’s exercise of delegated authority (“separation of powers is 

satisfied if the Legislature provides a statutory standard, or ‘intelligible principle’ to guide an 

administrative agency in exercising delegated authority.” N.M. Petroleum Marketers Assn. v. 

N.M. Environmental Impr. Bd., 2007-NMCA-060, ¶ 14, 141 N.M. 678). Section 26-2B-7 (2019) 

directs DOH, “After consultation with the advisory board, the department shall promulgate rules 

in accordance with the State Rules Act [Chapter 14, Article 4 NMSA 1978] to implement the 

purpose of the Lynn and Erin Compassionate Use Act” (emphasis added).   

 The Compassionate Use Act has a very particular stated purpose: “The purpose of the 

Lynn and Erin Compassionate Use Act is to allow the beneficial use of medical cannabis in a 

regulated system for alleviating symptoms caused by debilitating medical conditions and their 

medical treatments.” § 26-2B-2. This means the Legislature explicitly directed DOH to 

promulgate regulations to implement the beneficial use of medical cannabis. This Court, in 

reviewing DOH’s finalized regulations, must constantly measure those regulations against this 

standard: do the regulations implement the beneficial use of medical cannabis?  

 B. 7.34.4.10, 7.34.4.12, 7.34.4.18, and 7.34.4.19 NMAC Are Arbitrary, Capricious, 

Not in Accordance with Law, and Not Supported by Substantial Evidence.  

 The regulations regarding testing, 7.34.4.10, 7.34.4.12, 7.34.4.18, and 7.34.4.19 NMAC, 

are arbitrary, capricious, not in accordance with law, and unsupported by substantial evidence.  

 First, DOH entirely failed to consider an important aspect of the problem and entirely 

omitted consideration of a relevant factor: whether its testing rules ensure the beneficial use of 

medical cannabis.  “Beneficial” use is a holistic criterion that necessarily must encompass more 

than the mere presence of mycotoxins or heavy metals; it must also encompass the supply of 
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cannabis—whether patients can find enough cannabis to benefit them—and the cost of 

cannabis—whether patients can afford the cannabis for sale.  If patients cannot actually obtain 

enough cannabis from lawful sources to benefit them, or if patients cannot actually afford 

enough cannabis from lawful sources to benefit them, then they cannot achieve “beneficial use.”   

 Cannabis tested for microbiota, mycotoxins, heavy metals, or pesticide residue is not 

“beneficial” if it is too rare to find on dispensary shelves or is too expensive for patients to buy.  

And yet, DOH made absolutely no inquiry into how its new testing regime would sacrifice 

supply to testing, and it made almost no inquiry into how its new testing regime would raise 

patient prices. DOH offered “anticipation” and “expectation” that costs would not rise too much, 

but “anticipation” and “expectation” are not evidence. [RP 0065 ¶ 21, 0566 #2.] DOH also 

anticipated testing costs would come down because “[a]s production of cannabis continues to 

increase, the number of batches, and consequently the number of tests, is expected to continue to 

rise.” [RP 0566 #2.] This statement is simply false, because production of cannabis cannot 

continue to increase in New Mexico; DOH’s regulation 7.34.4.8(A)(1) NMAC legally prohibits 

producers from growing more than 1,750 plants more than 12 inches tall. This creates a cap and 

a ceiling on production, and so DOH’s assertion that production can “continue to increase” is 

factually baseless and legally disingenuous. DOH’s regulations ensure that with the 1,750-plant 

limitation, production cannot continue to increase.  

 DOH’s sole calculation of the potential increase in costs to patients was the Secretary of 

Health’s arithmetic in the Statement of Reasons for Adoption, but the figures used are incorrect 

and uninformed. [RP 0065-066 ¶ 22-23.] The Secretary used the figure of $250 for a pesticide 

test, and yet the testing regime requires many more tests than the one for pesticides. The public 

comments informed DOH the full testing panel would cost $700-$750 per sample and would 
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increase patient prices $5-8 per gram. [RP 0285 ¶ 1-5, 0292 ¶ 1, 0297 ¶ 3, 0298 ¶ 2, 0322 ¶ 2, 

0776 ¶ 4, 0788 ¶ 8, 0815 ¶ 6, 0822-0823 ¶ 7.] Because the Secretary’s calculation used only one 

small part of the testing cost, the calculation is irrelevant and inapplicable. Furthermore, the 

Secretary stated, “This would be only a nominal increase over the current average price of 

$10.26 per gram,” without any consideration of what the medical cannabis patient population 

considers “nominal” versus significant. [RP 065-066 ¶ 22.] By definition, medical cannabis 

patients suffer from debilitating medical conditions, § 26-2B-3(V), which obviously renders 

them more susceptible than the general population to financial strain, low incomes, and reliance 

on public assistance. This is something the Secretary of Health should know, should account for, 

and should acknowledge. Among this patient population, an increase of even one dollar per gram 

may present a significant challenge, but the Secretary of Health did not even consider that in her 

analysis. Rather, the Secretary indifferently assumed that a person suffering from ALS, epilepsy, 

or glaucoma can easily accommodate any increase in his or her monthly budget.   

 DOH made no effort to consider how much cannabis that could be beneficially used by 

patients would be lost, whether to testing or because the cannabis could not pass the stringent 

testing standards, even as the public comments informed DOH that the new testing regime would 

certainly strain already tight supplies even further. [RP 0256 ¶ 6-7, 0261, 0271 ¶ 2, 0291-0292 ¶ 

7, 0327 ¶ 2, 0328 ¶ 1, 0718 ¶ 2, 0809 ¶ 2, 0810 ¶ 7, 0813 ¶ 6.] Supply problems are not merely 

theoretical, because unlike every other medical cannabis system in the United States, New 

Mexico’s system caps the number of plants that producers can grow, and DOH also effectively 

caps the number of licenses as well, by refusing to open up the program to new applications. See 

7.34.4.8 NMAC. Specifically, 7.34.4.8(A)(1) NMAC allows licensed producers to cultivate only 

1,750 cannabis plants larger than 12-inches at any given time.  This means New Mexico 
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constantly has a finite supply of cannabis.  If a greater proportion of that cannabis goes to testing 

samples—and is destroyed in the process—or if a greater proportion of that cannabis cannot 

meet the extremely stringent standards and is therefore unavailable for sale, then New Mexico’s 

cannabis producers cannot simply grow more cannabis. The combination of a finite supply, 

overly strict “action levels,” and an increase in sample size is a combination that will result in 

supply shortages for patients, and the regulated entities informed DOH of this.   

 The Court must recall that DOH’s mission in developing rules is to ensure “beneficial 

use.” If patients cannot obtain enough cannabis from lawful sources to benefit them, or if 

patients cannot afford cannabis from lawful sources, then patients cannot achieve “beneficial 

use,” and their rights under the Compassionate Use Act have become entirely illusory. 

 That DOH entirely failed to address the impact on supply, and that DOH failed to 

seriously consider the impact on patient price, is inexcusable given the explicit direction of 

Section 26-2B-7 and inexcusable given the explicit purpose of the Compassionate Use Act. 

 DOH also cannot claim ignorance of the importance of supply and price concerns. In 

2019, statutory amendments to the Compassionate Use Act included a mandate that DOH, in 

“consultation with qualified patients and primary caregivers,” “shall produce an assessment 

report annually” that “includes at minimum an evaluation” of “the affordability of and 

accessibility to medical cannabis.” § 26-2B-6.1(F). This statutory section provides explicit notice 

to DOH that affordability and accessibility of medical cannabis are components of “beneficial 

use,” that affordability and accessibility of medical cannabis must be factors that guide DOH’s 

work, and that the Legislature wishes to ensure accessibility and affordability. Given this explicit 

guidance, DOH cannot excuse its lack of consideration for accessibility and affordability. 

 Directly applicable New Mexico precedent warns against evaluating health or safety too 
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narrowly, which is exactly the mistake DOH made here. Colonias Dev. Council v. Rhino Envtl. 

Servs., 2005-NMSC-024, overturned an agency’s approval of a landfill. The relevant statutes 

governing landfills had purpose statements, and the purpose was to “ensure an environment that 

in the greatest possible measure will confer optimum health, safety, comfort, and economic and 

social well-being on its inhabitants.” Id., ¶ 14, citing NMSA § 74-1-2. Despite this purpose 

statement, the hearing officer refused to allow public testimony and comment regarding social 

impact studies, community quality of life in the tiny town of Chaparral, and adverse cumulative 

effects caused by the proliferation of landfills and other industrial sites. Id., ¶ 8-9. 

 On appeal, a community group opposed to the landfill argued “that the impact of the 

landfill on the community’s quality of life, and the general concerns of community members 

opposed to the landfill, were not considered in determining whether to grant the solid waste 

permit” and “that such considerations are required by the Environmental Improvement Act.” Id., 

¶ 12. The Supreme Court agreed, writing, “we do find that quality of life concerns expressed 

during the hearing bear a relationship to environmental regulations the Secretary is charged with 

administering.” Id., ¶ 30. The Court also stated that the Secretary’s review was “not limit[ed]” to 

“technical regulations, but clearly extend[ed] to the impact on public health or welfare resulting 

from the environmental effects of a proposed permit.” Id., ¶ 31. Moreover, the “Department 

cannot ignore concerns that relate to environmental protection simply because they are not 

mentioned in a technical regulation. The Department has a duty to interpret its regulations 

liberally in order to realize the purposes of the Acts.” Id., ¶ 34. 

 The Colonias case is directly applicable here. The Compassionate Use Act’s purpose is to 

provide “beneficial use” of medical cannabis. Supply concerns and price concerns bear a direct 

relationship to the “beneficial use” DOH is charged with promoting. Nothing in the 



 20 

Compassionate Use Act limits DOH’s review to purely technical matters; rather, the Act clearly 

extends to the impact on the beneficial-ness resulting from DOH’s administration of the Medical 

Cannabis Program. DOH cannot ignore concerns that relate to supply or cost simply because 

they are not mentioned in a technical regulation. Rather, DOH has a duty to draft its regulations 

liberally in order to realize the purpose of the Compassionate Use Act.  

 In Colonias, the Supreme Court “require[d] the Department to consider whether evidence 

of the harmful effects from the cumulative impact of industrial development rises to the level of 

a public nuisance or potential hazard to public health, welfare or the environment.” Id., ¶ 34. 

Likewise, here this Court must require DOH to consider how its testing regime will actually 

affect the supply of and cost for medical cannabis.    

 DOH ignored another important aspect of the problem: the concomitant risk of illicit 

sources of cannabis.  Medical cannabis is somewhat unique in that patients can obtain it lawfully, 

but they can also still obtain cannabis from unlawful sources.  Many different public 

commenters, both regulated entities and patients, informed DOH that patients still utilize 

unlawful sources and will continue to do so if supplies run short or prices increase. [RP 0256 ¶ 

6-7, 0261, 0271 ¶ 2, 0291-0292 ¶ 7, 0327 ¶ 2, 0328 ¶ 1, 0718 ¶ 2, 0809 ¶ 2, 0810 ¶ 7, 0813 ¶ 

6.] And yet DOH gave no attention whatsoever to the risk that patients, faced with dwindling 

supplies or expensive products, will more frequently obtain cannabis from unlawful, entirely 

unregulated sources. DOH considered the risk of heavy metals and mold in a vacuum, and yet 

these risks do not realistically exist in a vacuum. Rather, the risk exists in opposition to the risk 

of a patient acquiring cannabis from an unlawful source. The risks presented by unlawful sources 

include criminal prosecution of the patient, entirely unknown provenance of the cannabis, 

patients traveling to street corners rather than regulated dispensaries, and unknown adulterants, 
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like the Vitamin E acetate implicated in vaping injuries (that is banned in lawful sources of 

cannabis, 7.34.4.13(C) NMAC)). DOH naively, and despite more than a decade of experience 

overseeing the Medical Cannabis Program, failed to balance the risk of less stringent testing 

against the risk of patients acquiring cannabis from illicit sources. However, as shown by the 

multitude of public comments, patients going to unlawful sources is not theoretical—it is a real, 

definite, and likely risk.  That DOH did not consider this renders the rules arbitrary.  

 Specifically regarding risk, DOH’s assessment of the risk to patients posed by heavy 

metals, pesticides, mycotoxins, and microbiota is arbitrary and unsupported by substantial 

evidence. DOH cited no studies, no epidemiological information, no surveys, no medical 

testimony, and no scientific information regarding injuries suffered by patients from 

contaminated cannabis. [RP 0060-0070, 0229-0239, 0557-0570, 0798-0799.] DOH did not 

consult the Medical Advisory Board and did not relate any data—or even anecdotes—regarding 

patient experience. [RP 0060-0070, 0229-0239, 0557-0570, 0798-0799.] DOH did not show that 

the risk to patients becomes too great at 100,000 cfu/g of microbes but is acceptable at 99,999 

cfu/g. DOH did not show that any New Mexico licensed producers actually use the pesticides for 

which they must test their cannabis. DOH offered no evidence at all that the existing testing 

standards presented a clear and present danger to patients. 

 In contrast, the licensed laboratories and other regulated entities presented evidence well-

grounded in science to show that the existing testing standards did not pose an unacceptably high 

risk to patients. The laboratories informed DOH that one lab had conducted 15,649 mycotoxin 

tests on medical cannabis samples since the requirement was implemented in New Mexico, at a 

cost to producers of $704,205, without registering a single positive result, and that national 

reviews of cannabis testing revealed only a 0.11% positive rate for heavy metals and a 0.4% 
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positive rate for mycotoxins, which are in the range of statistical false positives. [RP 0284 ¶ 4, 

0294 ¶ 6, 0296 ¶ 2, 0788 ¶ 4.]  

 The laboratories also informed DOH that the Cannabis Safety Institute recommends 

testing only for the microbiota to which cannabis is specifically susceptible: four species of mold 

within the Aspergillus genus, E. coli, and Salmonella.  [RP 0283 ¶ 5, 0285 ¶ 3, 0287 ¶ 1, 0292 ¶ 

4, 0296 ¶ 1, 0297 ¶ 2, 0301 ¶ 1, 0789 ¶ 6.] DOH, on the other hand, cannot show the Court that 

it did any analysis of the specific risks posed by each substance for which the cannabis must be 

tested. Its submissions contain no such analysis.  

 There is no “battle of the experts” type of controversy here; rather, the score is DOH: 

zero evidence and the laboratories: evidence.  The Court here need not weigh evidence versus 

evidence; rather, in this circumstance it is evidence versus an utter absence of evidence.  The 

evidence actually submitted indicates that heavy metals, mycotoxins, and most microbiota do not 

pose a cognizable risk to medical cannabis patients. DOH’s assessment of risk, on the other 

hand, is entirely unsupported by evidence. 

 As stated above, the record is devoid of any mention of the Medical Advisory Board and 

is devoid of any contribution from the Medical Advisory Board. DOH’s affidavit of publication 

indicates DOH sent the proposed rules to the Legislature and Small Business Regulatory 

Advisory Commission, but the affidavit does not mention sending the proposals to the Medical 

Advisory Commission. [RP 0241, 0571.] Failing to consult, and failing to even send the rules to, 

the Medical Advisory Commission, is not only arbitrary, as it ignores a helpful source of 

science-based advice, but it is also not in accordance with law. Section 26-2B-7 very explicitly 

states, “After consultation with the advisory board, the department shall promulgate rules… to 

implement the purpose of the Lynn and Erin Compassionate Use Act” (emphasis added).  The 
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Legislature obviously wanted DOH’s regulations to be informed by scientifically applicable 

information, which is why the Legislature mandated that DOH consult with the Advisory Board. 

However, here DOH gives no indication it consulted with the Advisory Board. In this sense, 

DOH has failed to follow the specific statutory mandate handed down by the Legislature and has 

not acted in accordance with the law. 

 Rather than consult the Medical Advisory Board to assist with development of testing 

standards, DOH copied some of its cannabis standards from the United States Pharmacopeia 

testing standards for “nonsterile supplements,” but DOH has not included 1) a copy of those 

United States Pharmacopeia testing standards or 2) any scientific opinion stating that “nonsterile 

supplements” are an appropriate analogue for medical cannabis [RP 0231 ¶ 7, 0232 ¶ 1, 0564-

0565 #1, 0566 #5-6, 0567 #9, 0798-0799, 0068 ¶ 30-31.] DOH’s reliance on standards that are 

not cannabis-specific, and that have not been scientifically verified as appropriate and applicable, 

is arbitrary and capricious and renders the regulations unsupported by substantial evidence.   

 Perhaps “nonsterile supplements” are equivalent analogues to medical cannabis, but 

perhaps they are not. DOH cannot know either way without the advice of scientific experts. And 

while DOH may have scientific experts among its staff, DOH’s statements regarding the rules do 

not indicate if those internal experts opined on the issue. However, DOH’s statements in the 

record do suggest that DOH did not have any experts opine on the issue. First, DOH repeatedly 

erred in its measurements for the “action levels” of tested substances, mistaking milligrams-per-

kilogram for micrograms-per-kilogram, a difference of several orders of magnitude [RP 0558-

0559.] DOH also mislabeled a chemical name and erred in reporting equipment calibrations. [RP 

337.] DOH also stated, “[u]pon information and belief, and based on a review of scientific 

literature, ELISA is only accurate in testing for one type of mycotoxin tested under the rule…” 
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[RP 0236 ¶ 4.] In sum, DOH staff became confused between milligrams and micrograms, 

identified chemical names incorrectly, did not know calibration techniques, and relied on 

“information and belief” in a review of scientific literature. These admissions indicate that 

persons trained in science did not guide the development of these regulations. Rather, these 

admissions indicate that laypeople or legal staff developed these regulations and did not consult 

with scientifically-trained experts to verify the appropriateness of the rules.  

 Not only did DOH fail to obtain the expert advice and knowledge of the Medical 

Advisory Board, but DOH failed to use the expertise of the licensed laboratories. Prior to 

publication of the proposed regulations, DOH did meet with laboratory representatives, but the 

laboratory staff had not received an advance copy and had little time to comment. [RP 0294, ¶ 2-

4.] Of course, an agency is not obliged to take the advice of regulated entities, but when an 

agency does so little to investigate the actual capabilities, factual operations, and on-the-ground 

experience of regulated entities, the implication is that the agency does not wish to gather 

substantial, defensible evidence to support its regulations. 

 The legal precedent clearly demonstrates that brushing off the input of stakeholders in 

rulemaking is a dangerous maneuver for an agency. Colonias Dev. Council v. Rhino Envtl. 

Servs., 2005-NMSC-024 invalidated a landfill permit after the rulemaking restricted public 

comment on incorrect relevancy grounds. The Supreme Court commented, “Allowing the 

Secretary to ignore material issues raised by the parties in this manner would render their right to 

be heard illusory.” Id., quoting Atlixco Coalition v. Maggiore, 1998-NMCA-134, ¶ 15. Here, 

allowing DOH to ignore material issues raised by the laboratories and other regulated entities 

renders their right to be heard illusory.  
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 DOH’s reliance on non-cannabis-specific standards from the United States Pharmacopeia 

is even more arbitrary and capricious given that multiple public commenters informed DOH of 

the Cannabis Safety Institute and the Institute’s cannabis-specific recommendations for testing. 

[RP 0283 ¶ 5, 0285 ¶ 3, 0287 ¶ 1, 0292 ¶ 4, 0296 ¶ 1, 0297 ¶ 2, 0301 ¶ 1, 0789 ¶ 6.] Petitioner 

Ultra Health cannot vouch for the infallibility of the Cannabis Safety Institute, but DOH also 

cannot vouch for the fallibility of the Cannabis Safety Institute, because DOH never deigned to 

explore the Cannabis Safety Institute in any manner. Although cannabis is still illegal at the 

federal level, medical cannabis has been lawful in several states for more than two decades.4  As 

of 2019, cannabis was not a novel, unknown substance. Given the longstanding legality of 

cannabis at the state level, there is no excuse for DOH to use a non-cannabis-specific 

pharmacological guide. Perhaps in 1996, when California first legalized medical cannabis, the 

industry had to rely on analogues like “non-sterile supplements.” Twenty-three years later, there 

is no reason to rely on non-specific analogues instead of guidelines specific to cannabis.  

 It would have been the appropriate step in the rulemaking that, when DOH learned of a 

medical-cannabis-specific entity making testing recommendations, DOH would evaluate whether 

those medical-cannabis-specific standards were more appropriate than the “nonsterile 

supplement” standards. That DOH did not so such an evaluation again suggests that DOH was 

uninterested in gathering substantial, defensible evidence to support its regulations.  

 DOH also erred in copying standards from other states without performing its own 

analysis.  DOH stated that residual solvents standards were based on Oregon’s standards and 

“discussions between NMDOH personnel and commercial laboratory operators in Colorado.” 

[RP 0231 ¶ 9.] DOH obtained its list of pesticides—the pesticides for which New Mexico 

 
4 California first legalized medical cannabis in 1996. California Code of Health & Safety, section 11362.5 (1996).  
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producers must test their cannabis—from Colorado’s regulations, and the action levels for the 

pesticides came from the Oregon Health Authority. [RP 0232 ¶ 1, 0065 ¶ 19-20.] The standards 

for heavy metal testing “are based in part on [DOH’s] review of standards in other states, 

including California, Washington, Nevada, and Oregon.” [RP 0231 ¶ 11.] In short, DOH copied 

testing standards from other states. 

 Merely copying testing standards from other states is arbitrary and capricious, because 

these other states’ medical cannabis programs are dramatically different from New Mexico’s. 

Comparing these states’ programs to New Mexico is like the proverbial apples-and-oranges 

comparison. First and foremost, California, Colorado, Nevada, Oregon, and Washington5 do not 

have caps on production, although Washington increases license fees according to the area of a 

growing facility. See Cal. Code Regs., tit.16, § 42-5032; 3 Colo. Code. Regs. §212-3-5.105; Nev. 

Cannabis Compliance Board § 6.015-6.060; Or. Admin. R. § 333-008-0025; Wash. Admin. Code 

§ 314-55-075. In those states, licensed producers can grow much, much more product, and so 

those states can afford to sacrifice cannabis to destructive testing or to destroy cannabis that 

cannot meet the stringent standards. Given the lack of production limits, those states may have 

found an appropriate balance between the testing burden and supply—a balance that still allows 

patients to achieve “beneficial use.” However, with the extreme limitations on production in 

New Mexico, see supra at note 4, that balance is impossible.   

 Second, California, Colorado, Nevada, Oregon, and Washington all have very different 

requirements for licensing of medical cannabis producers. See Cal. Code Regs., tit.16, § 42-

 
5 These states’ regulations can be accessed at https://www.colorado.gov/pacific/enforcement/med-rules (Colorado); 
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/CHRONICDISEASE/MEDICALMARIJUANAPROG
RAM/Pages/legal.aspx#current (Oregon); https://cannabis.ca.gov/cannabis-regulations/ (California); 
https://ccb.nv.gov/laws-regulations/ (Nevada); https://www.colorado.gov/pacific/enforcement/med-rules (Colorado); 
https://www.doh.wa.gov/YouandYourFamily/Marijuana/MedicalMarijuana/LawsandRules (Washington). The 
regulations are too large to attach here.  Should the Court wish to receive paper copies, Petitioner can deliver 
courtesy copies of the regulations to the Court.   

https://www.colorado.gov/pacific/enforcement/med-rules
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/CHRONICDISEASE/MEDICALMARIJUANAPROGRAM/Pages/legal.aspx#current
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/CHRONICDISEASE/MEDICALMARIJUANAPROGRAM/Pages/legal.aspx#current
https://cannabis.ca.gov/cannabis-regulations/
https://ccb.nv.gov/laws-regulations/
https://www.colorado.gov/pacific/enforcement/med-rules
https://www.doh.wa.gov/YouandYourFamily/Marijuana/MedicalMarijuana/LawsandRules
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5002; 3 Colo. Code. Regs. §212-3-2.220; Nev. Cannabis Compliance Board § 5.015; Or. Admin. 

R. § 333-008-0025; Wash. Admin. Code § 314-55-020. This exemplifies how many points of 

possible regulation there are for medical cannabis: when initially licensing producers, when re-

licensing producers, when inspecting producers, when products are sold, and when disciplining 

producers. That is, regulators can use many different tools to ensure consumer safety other than 

testing the product. Regulators can require the businesses making the product to be professional, 

scrupulous, and reliable. If the government more closely monitors who is making the cannabis 

and how they make it, then the government can less closely monitor the cannabis itself. On the 

other hand, if oversight of who and how is laxer, then testing must be stricter.  

 In New Mexico, licensed producers, laboratories, and manufacturers must meet 

incredibly demanding standards simply to be licensed and simply to retain licensure. See 

7.34.4.8, 7.34.4.14, 7.34.4.18 NMAC. They also must comply with a laundry list of “minimum 

standards” and develop an extensive number of policies. See 7.34.4.9, 7.34.4.15, 7.34.4.19 

NMAC. The licensed producers must also pay licensure fees of $40,000-180,000 per year, 

depending on how many plants they subscribe. See 7.34.4.8 NMAC. Because of these high 

barriers to entry and high barriers to continuation of business, New Mexico’s medical cannabis 

producers have already proven their knowledge, trustworthiness, ability, and quality by the time 

they pay the yearly license fee. This ensures that only responsible, able, and qualified producers 

grow cannabis for patients, and qualified and able producers are less likely to allow metals, 

pesticides, mycotoxins, or microbiological contamination into their products.   

 California, Colorado, Nevada, Oregon, and Washington may not have such demanding 

standards for initial and continued licensure. The Court can compare California, Colorado, 

Nevada, Oregon, and Washington licensure procedures at the websites cited supra at footnote 4. 
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See specifically Cal. Code Regs., tit.16, § 42-5002; 3 Colo. Code. Regs. §212-3-2.220; Nev. 

Cannabis Compliance Board § 5.015; Or. Admin. R. § 333-008-0025; Wash. Admin. Code § 

314-55-020. Those states may not place as much emphasis on regulating the producers, and they 

therefore may place more emphasis on testing. While New Mexico protects medical cannabis 

patients, first and foremost, by creating extremely high barriers to initial entry and to continued 

business, the other states may have more stringent testing regimes because licensure of producers 

is laxer. However, DOH never analyzed the full context of regulation in California, Colorado, 

Nevada, Oregon, and Washington, and instead looked at testing in a vacuum.  

 Cannabis regulators have a variety of regulatory tools in their toolbox. DOH reviewed 

one tool from other states without considering how that tool worked within the toolbox. Again, 

this makes DOH’s approach arbitrary, capricious, and unsupported by substantial evidence.  

 Finally, even if California, Colorado, Nevada, Oregon, and Washington’s testing 

standards have a good scientific foundation, clear New Mexico legal precedent requires DOH to 

do its own scientific evaluation. The case N.M. Mining Assn. v. N.M. Water Quality Control 

Comm., 2007-NMCA-010, 141 N.M. 41, 150 P.3d 991 upheld a water quality standard for 

uranium in groundwater.  The Water Quality Control Commission’s proposal of 0.03 mg/L was 

the same as the existing federal Environmental Protection Agency standard, but even then, the 

Commission held “seven days of hearing, over the course of several months, where substantial 

scientific, medical, and technical testimony was presented,” “relied on the peer-reviewed Lewis 

study that addressed the toxic effects of uranium on humans, particularly chemical toxicity on 

the kidney,” and “heard from epidemiologists and experts, who testified about populations in 

New Mexico that were especially sensitive to the toxic effects of uranium.” Id., ¶ 3, 31, and 32. 

 The uranium case clearly sets out what kind of research and fact-finding an agency must 
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do before setting quality standards, even when other jurisdictions have already set quality 

standards on the same substances.  The Water Quality Control Commission did not simply 

assume the EPA’s uranium standard was the correct standard for New Mexico; it obtained its 

own supporting scientific evidence. DOH has not done the same here.  

 Interestingly, during DOH’s rulemaking, commenter Greg Miller submitted to DOH, as 

public comment, a Technical Report from the Oregon Health Authority outlining Oregon’s 

“process to determine which types of contaminants to test for in cannabis products.” [RP 0753.] 

That report was authored by a Ph.D. public health toxicologist and listed contributors from 

Oregon’s Departments of Environmental Quality and Agriculture and several Ph.D. scientists 

from cannabis-specific organizations. [RP 0754.] Oregon developed its pesticide list not simply 

by copying another state’s list, but by examining several previous lists, having a technical 

working group score the pesticides on the list, and integrating actual “registration and use 

patterns.” [RP 0758.] The process for selecting action levels was similarly rigorous. [RP 0760.] 

 DOH’s rulemaking in no way resembles Oregon’s. DOH did not assemble any technical 

working groups, did not perform the scientifically-informed analysis, and did not collect any 

information “on the ground”—that is, information from producers about their previous testing 

experience and cultivation practices. 

 DOH’s lack of rigor cannot be excused by a lack of funding or monetary resources. Each 

producer must pay a yearly license fee of at least $40,000, and there are 34 licensed producers. 

7.34.4.8(W) NMAC. The yearly license fee can accumulate to as much as $180,000, depending 

on the number of plants subscribed.6 This means DOH collects between $1.36 million and $6.12 

 
6 The record on appeal here does not contain information regarding the actual amount collected by DOH in 2019, 
although DOH does have that information available. Petitioner here presents the theoretical minimum and 
maximum, but if the Court wishes to know the actual amount collected, it can inquire with DOH.  
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million every year in licensing fees, and such a fund should have provided ample resources for 

DOH to engage in a scientifically rigorous rulemaking similar to Oregon’s.  

 Petitioner pointed out, supra at 28, that states have multiple regulatory tools to ensure the 

safety of New Mexico’s medical cannabis supply.  On that point, DOH gave short shrift to the 

idea of more strictly regulating cannabis inputs rather than testing the outputs. Multiple 

commenters informed DOH that cannabis contaminants can be prevented by testing water and 

growth media, and that pesticide residues can be prevented by restricting use of pesticides. [RP 

0271 ¶ 4, 0285 ¶ 4-7, 0294 ¶ 6, 0322 ¶ 3, 0710 ¶ 5, 0722 ¶ 2, 0820 ¶ 3, 0822 ¶ 1, 0822-0823 ¶ 

7.] DOH responded that it cannot “assume[] that all non-profit producers have an exhaustive 

knowledge of the contents of every substance that they use when cultivating cannabis.” [RP 

0567 #11.] This statement does not accord with 7.34.4.8 and 7.34.4.9 NMAC, which place very 

high standards of operation on licensed producers. DOH’s regulatory system virtually requires 

producers to have an exhaustive knowledge of the contents of every substance they use when 

cultivating cannabis. Once again, DOH ignored all of the other regulatory tools it can use and has 

used, focusing only on testing standards taken entirely out of context.  

 DOH’s assumption—that New Mexico’s licensed medical cannabis producers do not 

have sufficient knowledge of their cannabis inputs—is also an unnecessary assumption. DOH 

did not have to assume anything in this rulemaking, because it could have 1) asked the state’s 34 

licensed producers about their operations and level of knowledge; or 2) inspected the 34 licensed 

producers and tested the producers’ knowledge of their operations. As explained several times 

above, licensed producers pay between $40,000 and $180,000 per year to DOH in license fees. 

7.34.4.8(W) NMAC.  Producers must inform DOH of any change in location of their premises. 

7.34.4.8(R) NMAC. DOH thus has an ample budget to develop a working relationship with 
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licensed producers. DOH could have—and should have—easily surveyed the producers, 

inspected the producers, or asked the producers in order to learn about cultivation practices. 

DOH could have—and should have—collected data from the producers to inform the testing 

standards, as Oregon did when it developed its standards. [RP 0753-0771.] That DOH must 

“assume” anything is only because DOH refused to gather relevant information.  

 DOH’s process of developing these regulations—copying United States Pharmacopeia 

and regulations from other states, and not consulting with scientific experts—does not resemble 

the rulemaking processes of similar regulations that have been upheld by courts, which are 

discussed below.  Rather, DOH’s process resembles the overturned adjudication of Colonias, 

2005-NMSC-024, discussed supra at 19-20. Although New Mexico precedent provides clear 

guidance on how to conduct a proper rulemaking, DOH did not follow the precedent. 

 N.M. Mining Assn. v. N.M. Water Quality Control Comm., 2007-NMCA-010, upheld a 

water quality standard for uranium in groundwater. In that case, the Water Quality Control 

Commission held “seven days of hearing, over the course of several months, where substantial 

scientific, medical, and technical testimony was presented,” “relied on the peer-reviewed Lewis 

study that addressed the toxic effects of uranium on humans, particularly chemical toxicity on 

the kidney,” and “heard from epidemiologists and experts, who testified about populations in 

New Mexico that were especially sensitive to the toxic effects of uranium.” Id., ¶¶ 3, 31, and 32. 

 Tenneco Oil Co. v. New Mexico Water Quality Control Comm’n, 1987-NMCA-153, 

upheld numerical standards for fourteen organic compounds in groundwater. In that case, 

“Environmental Improvement Division witness[es] testified,” the Commission considered 

statistics on water use in the state, the Improvement Division’s expert witnesses were available 

for cross-examination by affected entities, and the Division provided its scientific source 
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material prior to the public hearing. Id., ¶¶ 10, 30. 

 DOH’s mandate from the Legislature was to promulgate rules to “implement the” 

“beneficial use” purpose of the Compassionate Use Act. § 26-2B-2, 26-2B-7. Instead, DOH’s 

testing rules seemed designed to stifle the Medical Cannabis Program by making cultivation 

harder, creating higher failure rates that will reduce the quantity of cannabis available for 

patients, increasing prices, and driving laboratories and producers out of business. DOH has 

already burdened producers with high fees and harsh limitations on production. The new testing 

rules will only continue to stifle and discourage legal cannabis in New Mexico, which is 

precisely the opposite of DOH’s statutory mandate.  

 In conclusion, DOH failed to consider a number of important aspects of the problem, and 

the “evidence” DOH relied on was insubstantial.  The Court must find that 7.34.4.10, 7.34.4.12, 

7.34.4.18, and 7.34.4.19 NMAC are arbitrary, capricious, unsupported by substantial evidence, 

and not in accordance with law.  The Court must therefore invalidate these rules. 

 C. DOH Lacks Authority to Enact 7.34.4.9(A)(3) NMAC and 7.34.4.9(A)(31) NMAC 

 DOH promulgated two regulations regarding hemp. Before explaining the regulations, 

Petitioner must clarify the terms for the Court. Hemp is biologically almost identical to medical 

cannabis, but it is legally different from medical cannabis. “Hemp” is defined by statute as “the 

plant Cannabis sativa L. and any part of that plant…whether growing or not, with a THC 

concentration of not more than three-tenths percent on a dry weight basis.” NMSA 1978, § 76-2-

4(D) (2019). “Cannabis” is defined in the medical cannabis regulations as “all parts of the plant 

Cannabis sativa L. containing a delta-9-tetrahydrocannabinol concentration of more than three-

tenths percent on a dry weight basis.” 7.34.4.7(C)(1) NMAC. In short, hemp is cannabis with 

less than 0.3% THC, and cannabis is cannabis with more than 0.3% THC. 
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 7.34.4.9(A)(3) NMAC is part of the regulations promulgated by DOH, and it states, “A 

licensed non-profit producer shall ensure… that no cannabis plants other than those grown 

pursuant to the non-profit producer’s production license from the department are grown on the 

licensed property of the non-profit producer, including but not limited to hemp plants.” This 

regulation prohibits a licensed producer from keeping hemp plants on a property licensed for 

cultivation of medical cannabis plants. Additionally, 7.34.4.9(A)(3) NMAC states, “A licensed 

non-profit producer shall ensure…that hemp, hemp extract, and hemp derived products, other 

than hemp paper and hemp seed oil, are not combined in any manner with usable cannabis 

intended to be sold or otherwise distributed by the non-profit producer.” This regulation prohibits 

licensed cannabis producers from using any hemp products in cannabis products.  

 These regulations are outside the scope of DOH’s authority, and DOH acted without legal 

authority in enacting them.  § 26-2B-7(A) sets out eight particular subjects which DOH is 

empowered to regulate. Those eight subjects do not include hemp. § 26-2B-7(A)(5) does allow 

DOH to “identify requirements for the licensure [of cannabis-related businesses]…and set forth 

procedures to obtain licenses,” but this obviously refers to who can cultivate cannabis and who 

can obtain a license. It does not refer to what those licensees can do once they obtain the license.  

 More importantly, the Legislature did not give authority to DOH to add criteria for 

cultivation locations. § 26-2B-7(A)(6)(1) allows DOH to “develop a distribution system for the 

medical cannabis program that provides for: (a) cannabis production facilities within New 

Mexico housed on secured grounds and operated by licensees.” In this section, the Legislature 

explicitly listed the two—and the only two—criteria for “cannabis production facilities:” secured 

grounds and operated by licensees. If the Legislature had empowered DOH to regulate the 

location of hemp cultivation, it would have written that power into § 26-2B-7(A)(6)(1); it would 
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have required cannabis production facilities to be on secured grounds, operated by licensees, and 

not co-located with hemp production facilities. Furthermore, if the Legislature had empowered 

DOH to create additional criteria for cannabis production facilities, it would have written, 

“identify requirements for cannabis production facilities.” Indeed, the Legislature knew how to 

empower DOH, because § 26-2B-7(A)(3), (A)(5), and (A)(7) all allow DOH to “identify 

requirements” or “identify criteria.” DOH did not grant this same power regarding production 

facilities. The statutory construction maxim “inclusio unius est exclusio alterius” means “the 

inclusion of one thing is the exclusion of the other,” and it is still used in New Mexico as an aid 

in statutory construction. Mira Consulting, Inc. v. Board of Educ. 2017-NMCA-009, ¶ 8. Here, 

the canon applies to indicate that the inclusion of “identify requirements” for certain subjects is 

the exclusion of DOH’s power to “identify requirements” for other subjects. 

 In the case D-1329-CV-2018-01854, Petitioner Ultra Health challenged DOH’s attempt 

to add criteria for the location of dispensaries. The District Court there issued a writ of 

mandamus ordering DOH to license dispensary locations that met the lone statutory criterion of 

being 300 feet away from schools, daycares, and churches. The District Court’s ruling also 

prohibited DOH from adding criteria not explicitly mentioned in statue. This situation is exactly 

the same. DOH has added criteria regarding production facilities: not only must they be secured, 

they cannot be co-located with hemp production facilities. 

 DOH’s authority cannot be found in hemp-related statute, either. The Legislature granted 

regulatory authority over hemp to the Department of Agriculture in NMSA 1978, Section 76-24-

2 (2017). Chapter 76, Article 24 does not include any criteria for locating hemp cultivation.  

 DOH did not identify any legal authority for its regulations regarding hemp [RP 0564 

#1.] DOH only stated it was “concerned” about “inversion.” However, concern cannot substitute 
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for legal authority. “A statute must be read and given effect as it is written by the Legislature, not 

as the court may think it should be or would have been written if the Legislature had envisaged 

all the problems and complications which might arise…Courts must take the act as they find it 

and construe it according to the plain meaning of the language employed.” Perea v. Baca, 1980-

NMSC-079, ¶ 22, 94 N.M. 624. 

 Petitioner Ultra Health did offer to DOH ideas for how to address any concerns of 

inversion without running afoul of statutory authority: segregating hemp and medical cannabis 

with walls, fences, or signs. [RP 0253 ¶ 5-9.] DOH did not take Ultra Health’s reasonable offer 

and instead chose the course of acting outside the scope of its authority. 

 The circumstances are the same as to 7.34.4.9(A)(3) NMAC: DOH has no authority to 

regulate how hemp products are used in relation to medical cannabis products. Furthermore, 

DOH cannot reasonably claim that the Legislature made some kind of mistake in not granting it 

authority over hemp. The Legislature passed the Hemp Manufacturing Act in 2019. The hemp 

act does include a definition for “cannabis,” and its definition for “hemp” references the 0.3% 

THC figure. See § 76-24-4 (2019). The Legislature also amended the Compassionate Use Act in 

2019 and added a definition for “hemp” that references the 0.3% THC figure. See § 26-2B-3 

(2019). This indicates the Legislature obviously knew the difference between cannabis and hemp 

and the Legislature knew of the existence of both. Therefore, the Legislature could have 

prohibited mingling hemp products with medical cannabis products if it wished to do so. 

However, it did not do so, and it did not grant DOH the power to do so. Again, DOH’s concern 

regarding the mingling of cannabis and hemp cannot substitute for properly delegated authority, 

especially when the Legislature competently addressed this subject.  

 In short, DOH lacks any authority to regulate how hemp is located in relation to medical 
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cannabis cultivation and lacks any authority to regulate how hemp products are used in relation 

to medical cannabis products. DOH acted outside the scope of its authority in promulgating 

7.34.4.9(A)(3) NMAC and 7.34.4.9(A)(31), and the Court must therefore vacate the rules.  

 D. 7.34.4.9(A)(1), 7.34.4.9(A)(11), 7.34.4.8(R)(1)(b), and 7.34.4.14(F)(1)(a) NMAC 

Are Arbitrary and Capricious DOH promulgated a number of rules regarding licensees’ 

facilities. 7.34.4.9(A)(1) requires that “all production activities are done on premises that are in 

compliance with state and local laws, including but not limited to zoning, occupancy, licensing, 

and building codes.” 7.34.4.9(A)(11) NMAC requires “that all floors (other than earthen floors), 

walls, and ceilings that are located within a permanent structure are constructed in such a manner 

that they are washable, wipeable, and non-absorbent, and can be kept clean, and kept in good 

repair.” These are yet more arbitrary, unsupported rules that increase the burden on licensed 

producers while doing nothing to assure “beneficial use” for patients. 

 DOH presented no evidence that lack of compliance with building codes or zoning had 

hurt patients or producers’ employees; presented no evidence that non-washable floors, walls, 

and ceilings had harmed patients or employees; and presented no statistics on how many times it 

had disciplined a producer for building code violations. [RP 0060-0070, 0229-0239, 0557-0570, 

0798-0799.] DOH did not explain how building code compliance and washable walls improves 

patient health, improves patient access to cannabis, or lowers prices for cannabis.  

 7.34.4.8(R)(1)(b), and 7.34.4.14(F)(1)(a) NMAC require producers and manufacturers, 

respectively, to submit applications for amended licenses whenever they make “any physical 

modification or addition to the facility.” When several licensees informed DOH that “any 

physical modification or addition” was vague and unworkable, DOH wrote,  

 [DOH] received public comment expressing that amendments…should instead be 
 required only for modifications that add or remove space to areas where cannabis is 
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 dispensed, stored, or produced, etc. The Department is concerned that such a standard 
 would be too restrictive. Fundamentally, the Program is interested not only in the size and 
 location of producer locations, but in how producer operations are conducted.  
[RP 0563.] Petitioner Ultra Health cannot discern the relationship between DOH’s claimed 

interest in “how producer operations are conducted” and a requirement for an amended license 

every time a licensee changes a lightbulb or paints a wall. Indeed, the rule as written requires 

licensees to submit applications for an amended license for every physical modification, no 

matter how tangential the modification’s relationship to production operations.  

 In short, these are arbitrary requirements entirely unrelated to the purpose of the 

Compassionate Use Act. DOH has provided no rational connection between the situation “on the 

ground” and its regulatory choices, because in fact DOH seems not to have investigated the 

situation “on the ground.” All that these rules do is increase producers’ cost of business, which 

necessarily increases the costs for patients. The rules add yet more arbitrary items for producers 

and manufacturers to fulfill, and the rules increase the likelihood that DOH will discipline 

producers and manufacturers for entirely arbitrary reasons. The threat of arbitrary discipline is 

yet another way in which DOH stifles and discourages the optimal function of the Medical 

Cannabis Program, rather than embrace its statutory mandate to promote beneficial use.  

 E. 7.34.4.14(B)(3) NMAC Is Arbitrary, Capricious, and Unsupported by Substantial 

Evidence 7.34.4.14(B)(3) requires cannabis manufacturer applicants to submit to DOH “a hazard 

analysis critical control point plan (HACCP) for each type of product that the manufacturer 

wishes to manufacture.” The HACCP is in addition to the very long, extensive list of “standards 

for manufacture” listed at 7.34.4.15 NMAC.   

 DOH presented no evidence that manufacturers’ lack of HACCPs had hurt patients or 

manufacturers’ employees; presented no statistics on how many times patients had complained 

about a specific manufacturer; and presented no statistics on how many times it had disciplined a 
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manufacturer. [RP 0060-0070, 0229-0239, 0557-0570, 0798-0799.] Rather, DOH stated it had 

“no reason to believe that the creation of these [HACCP] plans will be cost prohibitive” and 

“finds that the proposed HACCP requirement has the potential to be very beneficial” (emphasis 

added) [RP 0568.] A “belief” without supporting evidence is not “substantial evidence,” and the 

hope of “potential” benefit is not a valid analysis. 

 The HACCP requirement is also redundant, and this redundancy suggests DOH lacks 

substantive knowledge of HACCPs.  7.34.4.14(B)(3) NMAC mandates that each manufacturer 

applicant submit both 1) a generalized “written description of the means that the manufacturer 

applicant shall employ to safely manufacture cannabis-derived products, including but not 

limited to hygiene standards consistent with the requirements of this rule” and 2) a HACCP “for 

each type of product.” DOH does not explain why the HACCP is not redundant to the 

generalized plan.  If DOH had expertise in HACCPs, it could have explained this redundancy.  

 Again, DOH failed to perform any analysis of how the HACCP plan would affect patient 

costs, would affect whether manufacturers can continue to renew their licenses, or whether new 

manufacturers would enter the market. DOH has provided no rational connection between the 

situation “on the ground” and its regulatory choices, because in fact DOH seems not to have 

investigated the situation “on the ground.” DOH entirely omitted consideration of an important 

aspect of the problem at hand: increased prices for patients in a regulatory environment where 

patients already face prices that are too high. [RP 0255 ¶ 1, 0261, 0271 ¶ 1-2, 0286 ¶ 6, 0291-

0292 ¶ 7, 0293 ¶ 4, 0322 ¶ 2, 0327 ¶ 2, 0328 ¶ 1, 0673, 0718 ¶ 2, 0776 ¶ 2-4, 0778 ¶ 3, 0810 ¶ 

7, 0813 ¶ 5, 0820 ¶ 3, 0821-0822 ¶ 5, 0831 ¶ 2.] Furthermore, it is unclear how HACCPs will 

actually enhance patient safety if no one at DOH is qualified to evaluate HACCPs. DOH does 

not explain who at DOH can distinguish a quality HACCP from a poor one, and this means 
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manufacturer applicants could expend sums to obtain an HACCP without the HACCP making 

any difference in DOH’s review of the applicant’s capabilities. The HACCP requirement is 

arbitrary and redundant, and the Court must vacate the rule.  

 F. 7.34.4.16 NMAC, “Labelling of Usable Cannabis; Drug Information Sheets,” Is 

Arbitrary and Capricious 7.34.4.16 NMAC requires cannabis producers and manufacturers to 

print a wide variety of information on a label affixed to cannabis packaging.  The information 

that licensees must print on the label includes the name of the entity, the name of the strain of 

cannabis, the manufacture date, the expiration date, the total amounts of THC and CBD, total 

product weight, the name of the laboratory which tested the product, the THC warning symbol, 

warnings for use, a vaping warning, a barcode, and instructions for use. The rule provides an 

example of a label which is approximately half of an 8 ½ x 11-inch piece of paper.   

 The rule then also requires licensees to provide “drug information sheets” to patients with 

every purchase.  The information sheet must contain “all of the content of the associated product 

label,” plus batch number, the pesticides used in production, total amount of THC, THCA, CBD, 

and CBDA, “best-by date,” instructions for storage, product ingredients, nutrition information 

for edibles, medical-use statement, non-resale statement, and allergy warnings. 

 DOH did not provide evidence or indication that a lack of product labeling had harmed 

patients, did not provide statistics on how many non-patients had accidentally ingested cannabis, 

and did not provide information on accidental consumption by children. [RP 0060-0070, 0229-

0239, 0557-0570, 0798-0799.] DOH did not analyze how the additional labeling requirements 

would raise production costs for licensees and how those costs would be passed on to patients.  

 The regulated entities, on the other hand, informed DOH that the amount of information 

required on the label would create logistical issues given the limited size of packaging and 
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container options that exist in the industry. [RP 0262, 0291 ¶ 3, 0293 ¶ 2-3, 772 ¶ 2-3.] DOH 

relented somewhat between the initial proposal and the finalized rule; it “proposed to require less 

information on the product labels, and to have the removed information included in the drug 

information sheets.” [RP 0560.] However, the label still must include a copious amount of 

information which, as pointed out by commenters, is far more than the information required on 

the labels of prescription medications. [RP 0262, 0291 ¶ 3, 0293 ¶ 2-3, 772 ¶ 2-3.] 

 Again, DOH has increased the burden for manufacturers and producers without any 

showing that the increased burden will correct or alleviate a problem endangering patients. 

Again, DOH has placed an arbitrary requirement on cannabis businesses without analyzing how 

the extra requirement will make medical cannabis harder to find and more expensive for patients. 

The labeling rule is arbitrary and capricious, and the Court must vacate it.  

 G. 7.34.4.31(B) NMAC Is Not in Accordance with Law This rule allows DOH to take 

disciplinary action against licensees “includ[ing] revocation, suspension, or denial of an 

application, license, or department approval, monetary penalties, immediate suspensions and 

revocations in accordance with this rule, and other action.” Although the rule provides for a post-

deprivation hearing to “contest an action or proposed action of the department,” 7.34.4.31(D) 

NMAC, the rule does not contemplate or outline any pre-deprivation process. In allowing DOH 

to suspend or revoke a license without any pre-deprivation process, 7.34.4.31(B) NMAC violates 

procedural due process guarantees.  

 The Fourteenth Amendment to the United States Constitution mandates, “No state shall 

make or enforce any law which shall abridge the privileges or immunities of citizens of the 

United States; nor shall any state deprive any person of life, liberty, or property, without due 

process of law.” Courts evaluate governmental compliance with due process by considering  
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 three distinct factors: first, the private interest that will be affected by the official action; 
 second, the risk of an erroneous deprivation of such interest through the procedures used, 
 and the probable value, if any, of additional or substitute procedural safeguards ; and 
 finally, the Government’s interest, including the function involved and the fiscal and 
 administrative burdens [of] the additional or substitute procedural requirement. 
 
Franco v. Carlsbad Mun. Schs., 2001-NMCA-042, ¶ 12, 130 N.M. 543, quoting Mathews v. 

Eldridge, 424 U.S. 319, 335 (1976). If the risk of erroneous deprivation is too great, then the 

government’s action violates due process rights, as occurred in Franco. There, the Court held, 

“‘the risk of an erroneous deprivation of [Franco’s] interest through the procedures used’ was 

sufficiently grave, in light of the process actually employed, that Franco’s due process rights 

were violated.” Id., ¶ 18.  

 Here, the risk of erroneous deprivation is unacceptably high. 7.34.4.31(B) requires no 

pre-deprivation process at all: DOH need not make a finding of danger, present any evidence to 

the licensee, or post any kind of bond. DOH is allowed to arbitrarily and without meeting any 

evidentiary standard revoke or suspend a license—and that license is a property interest worth 

hundreds of thousands of dollars. The risk of erroneous deprivation is increased by DOH’s 

demonstrated lack of scientific or regulatory expertise. As Petitioner has shown, DOH lacks 

laboratory testing ability, lacks familiarity with scientific measurements, and lacks the expertise 

to substantively engage with licensees on regulatory matters. 7.34.4.31(B) NMAC thus gives an 

agency without sufficient expertise or engagement free reign to arbitrarily discipline licensees.  

DOH’s regulation departs markedly from New Mexico statutes that address similar 

license revocation. For example, NMSA 1978, Section 25-7B-8 (1993) allows the Department of 

Agriculture to immediately suspend a dairy permit “if it determines, after inspection, that 

conditions within a dairy establishment present a substantial danger of illness, serious physical 

harm or death to consumers who might use the products of the dairy establishment.”  Likewise, 
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NMSA 1978, Section 25-1-9 (1977) allows an agency to “suspend” a food service permit 

“immediately without prior notice to the holder of the permit if it determines, after inspection, 

that conditions within a food service establishment present a substantial danger of illness, serious 

physical harm or death to consumers who might patronize the food service establishment.” 

Those two examples are apt here, because medical cannabis production includes aspects 

of both agriculture and food preparation.  However, DOH’s regulation does not require any 

finding of substantial danger of illness, serious physical harm, or death to consumers before 

DOH may order immediate suspension or revocation.   

Furthermore, whereas other regulatory statutes that allow for immediate disciplinary 

action set out specific paths for judicial review of the agency action, DOH’s regulation does not.  

It provides no method for any kind of judicial review, whether expedited or not.  The lack of 

judicial review leaves Rule 1-075 NMRA as the only method for a licensee to challenge an 

immediate revocation or suspension.  Rule 1-075 NMRA is a slow and cumbersome process that 

does not adequately address the procedural dangers of erroneous suspension or revocation. 

DOH’s regulation does not provide sufficient pre-deprivation or post-deprivation process 

to satisfy due process standards. DOH’s regulation creates an unacceptably high risk of 

erroneous deprivation of a highly valuable property interest. DOH has acted contrary to a legal 

standard that is clear, established, and obvious. A regulation that is so at odds with due process 

standards cannot stand. The Court must vacate it as not in accordance with law.  

IV. Conclusion and Relief Requested 

 The Legislature instructed DOH to promulgate rules to “implement the purpose of the 

Lynn and Erin Compassionate Use Act.” § 26-2B-7. DOH’s rules, however, actually appear 

calculated to do the opposite: to make cannabis less accessible and less affordable to patients, to 
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increase the costs of business for licensees without increasing patient access, and to increase the 

regulatory burden for licensees without increasing patient access. While DOH has added 

significant burdens to patients and licensees, it never analyzed whether those burdens actually 

reap any benefits for patients. DOH also added to the considerable burden of licensees and 

patients without shouldering its burden of responsible rulemaking; DOH’s rules are conjured 

from thin air rather than carefully crafted out of relevant evidence.  

 7.34.4.10, 7.34.4.12, 7.34.4.18, 7.34.4.19, 7.34.4.9(A)(1), 7.34.4.9(A)(11), 

7.34.4.8(R)(1)(b), 7.34.4.14(F)(1)(a), 7.34.4.14(B)(3), 7.34.4.16, 7.34.4.9(A)(3), 

7.34.4.9(A)(31), and 7.34.4.31(B) NMAC are arbitrary, capricious, unsupported by substantial 

evidence, outside the scope of DOH’s authority, and not in accordance with law. Petitioner Ultra 

Health requests the Court vacate and invalidate these rules. 

 WHEREFORE, Petitioner requests the Court vacate and invalidate 7.34.4.10, 7.34.4.12, 

7.34.4.18, 7.34.4.19, 7.34.4.9(A)(1), 7.34.4.9(A)(11), 7.34.4.8(R)(1)(b), 7.34.4.14(F)(1)(a), 

7.34.4.14(B)(3), 7.34.4.16, 7.34.4.9(A)(3), 7.34.4.9(A)(31), and 7.34.4.31(B) NMAC. 
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