
   

 

   

 

 

Executive Summary 
 

On August 30th, 2023, the Department of Health and Human Services (HHS) announced it 

recommended the reclassification of marijuana to Schedule III to the Drug Enforcement 

Administration (DEA). Four months later, HHS released an unredacted version of its 

recommendation to reclassify the drug. The 252-page review had been hidden from the public 

and was only released after legal action was threatened against HHS.  

 

This HHS recommendation is based on cherry-picked data and represents a weak and 

intellectually dishonest argument to reschedule marijuana. This summary describes just a few 

of the many flaws in the HHS methodology and conclusions. SAM’s full report provides an in-

depth analysis of what the HHS got wrong and how the process could have been strengthened.  

 

1. In years past, the FDA, an agency of the HHS in charge of approving medicinal drugs, 

used an established five-factor analysis in determining whether Schedule I drugs have 

“currently accepted medical use.” In the current report supporting the 

recommendation to reschedule marijuana, the FDA changed these criteria to get its 

desired answer.  

 

If marijuana had been held to the same standards as other drugs, it would not be deemed to 

have “currently accepted medical use,” due to the infeasibility of measuring all strains and the 

insufficient amount of existing research into its safety and efficacy. In fact, the FDA’s new two-

factor test explicitly states that studies used to support marijuana’s accepted medical use do 

not need to be controlled, a standard that was required in the five-factor test (save an 

evaluation done by a consensus of experts). 

 

2. It is not clear why the FDA moved away from the five-factor test, unless the agency 

approached the rescheduling review with a pre-determined conclusion.  

 

The five-factor test has been used for decades by Republican and Democratic Administrations. 

Additionally, the United States Court of Appeals for the District of Columbia Circuit examined 

and validated the test in Alliance for Cannabis Therapeutics v. Drug Enforcement 

Administration. The marijuana industry petitioners in that case even conceded that the five-

factor test had no flaws, as explained in the opinion for the court. 

 

3. The FDA now considers the existence of state medical marijuana programs as evidence 

that marijuana has currently accepted medical use.  

https://static01.nyt.com/newsgraphics/documenttools/d1b41750bb7210f6/63765434-full.pdf
https://casetext.com/case/alliance-for-cannabis-therapeutics-v-dea
https://casetext.com/case/alliance-for-cannabis-therapeutics-v-dea


   
 

   

 

 

A drug’s popularity among the public has never been used as a standard to determine 

medicine. Supreme Court Justice Steven Breyer in Gonzalez v Raich (545 U.S. 1 (2005), a case 

involving a medical necessity for the use of marijuana, opined during oral arguments that 

“medicine by regulation is better than medicine by referendum.” The Court’s 6-3 decision, 

which Justice Breyer joined, upheld the prohibition of marijuana for medical use under the 

Controlled Substances Act (CSA). The FDA’s novel standard in recommending marijuana’s 

rescheduling is rooted in a logical fallacy: some people say that marijuana is medicine, so 

marijuana must be medicine. The FDA is delegating its authority to determine that medications 

are safe and effective to popular opinion, a practice that not only exceeds the statutory 

authority of the agency but makes a mockery of the congressional intent of the Food, Drug, and 

Cosmetic Act to protect the public health. Following the FDA’s logic, psychedelic drugs, which 

are seeing a popular push for medical legalization, could also be considered medicine and be 

rescheduled due to shifting public opinion. 

 

4. The FDA compares marijuana to a limited, hand-picked list of other controlled and 

noncontrolled substances (e.g., heroin, alcohol, cocaine), not all Schedule I drugs. 

 

In the recommendation, the FDA measured marijuana’s potential for abuse by comparing it to a 

hand-picked selection of Schedule I, II, and III drugs. For example, the FDA compared marijuana 

to heroin, another Schedule I drug. The recommendation claims that because marijuana has a 

lower abuse potential than heroin, it shouldn’t be in the same category. Yet the FDA failed to 

compare marijuana to other Schedule I drugs, such as LSD. Comparing marijuana’s abuse 

potential against all Schedule I drugs would have allowed for a more rigorous analysis, but it 

would not have allowed the FDA to conclude that marijuana belongs in Schedule III. To qualify 

for Schedule III, a drug or other substance must have “potential for abuse less than the drugs or 

other substances in Schedules I and II” (21 USC 812(b)). Fifty years of data published by HHS 

show that marijuana does not meet this standard. 

 

5. None of the studies used by the FDA to justify its claim that marijuana is medicine 

support that conclusion. 

 

The FDA determined that marijuana is acceptable for medical use for pain, nausea and 

vomiting, and anorexia. Only three studies were used to justify this claim. The first (University 

of Florida), concluded that results were “inconclusive or mixed.” The second (National 

Academies of Sciences & Medicine) relied primarily on a study for which the results were not 

statistically significant. For the third (Agency for Healthcare Research and Quality), the FDA 

concluded that the positive effects of marijuana in the study were small and that “the increased 

risk of dizziness, nausea, and sedation [from marijuana use] may limit the benefit” (page 27 of 

252). Furthermore, some of these studies were with inhalable marijuana; prior FDA evaluations 

have excluded inhalable marijuana studies due to their unreliability and questionable practices. 

https://www.oyez.org/cases/2004/03-1454
https://www.govinfo.gov/content/pkg/CHRG-110hhrg36607/html/CHRG-110hhrg36607.htm
https://www.law.cornell.edu/uscode/text/21/812
https://static01.nyt.com/newsgraphics/documenttools/d1b41750bb7210f6/63765434-full.pdf
https://static01.nyt.com/newsgraphics/documenttools/d1b41750bb7210f6/63765434-full.pdf


   
 

   

 

Full Analysis 
 

Does Marijuana Have “Currently Accepted Medical Use”? 
 

When the FDA and DEA determine whether a drug has “currently accepted medical use”––as 

they did for marijuana in 2016, five synthetic benzodiazepine substances in July 2023, and nine 

fentanyl-related substances in December 2023, among others––they rely on the use of an 

established five-part test. The five parts are: 

1. The drug’s chemistry must be known and reproducible. 

a. ““The substance's chemistry must be scientifically established to permit it to be 

reproduced into dosages which can be standardized. The listing of the substance 

in a current edition of one of the official compendia, as defined by section 201(j) 

of the Food, Drug and Cosmetic Act, 21 U.S.C. 321(j), is sufficient to meet this 

requirement.” 

2. There must be adequate safety studies. 

a. “There must be adequate pharmacological and toxicological studies, done by all 

methods reasonably applicable, on the basis of which it could fairly and 

responsibly be concluded, by experts qualified by scientific training and 

experience to evaluate the safety and effectiveness of drugs, that the substance 

is safe for treating a specific, recognized disorder.” 

3. There must be adequate and well-controlled studies proving efficacy. 

a. “There must be adequate, well-controlled, well-designed, well-conducted, and 

well-documented studies, including clinical investigations, by experts qualified by 

scientific training and experience to evaluate the safety and effectiveness of 

drugs, on the basis of which it could be fairly and responsibly concluded by such 

experts that the substance will have the intended effect in treating a specific, 

recognized disorder.” 

4. The drug must be accepted by qualified experts. 

a. “The drug has a New Drug Application (NDA) approved by the Food and Drug 

Administration, pursuant to the Food, Drug and Cosmetic Act, 21 U.S.C. 355. Or, 

a consensus of the national community of experts, qualified by scientific training 

and experience to evaluate the safety and effectiveness of drugs, accepts the 

safety and effectiveness of the substance for use in treating a specific, 

recognized disorder. A material conflict of opinion among experts precludes a 

finding of consensus.” 

5. The scientific evidence must be widely available. 

a. “In the absence of NDA approval, information concerning the chemistry, 

pharmacology, toxicology, and effectiveness of the substance must be reported, 

published, or otherwise widely available, in sufficient detail to permit experts, 

qualified by scientific training and experience to evaluate the safety and 

https://www.federalregister.gov/documents/2016/08/12/2016-17954/denial-of-petition-to-initiate-proceedings-to-reschedule-marijuana
https://www.federalregister.gov/documents/2023/07/26/2023-15748/schedules-of-controlled-substances-temporary-placement-of-etizolam-flualprazolam-clonazolam
https://www.federalregister.gov/documents/2023/12/07/2023-26694/schedules-of-controlled-substances-placement-of-nine-specific-fentanyl-related-substances-in
https://www.federalregister.gov/documents/2023/12/07/2023-26694/schedules-of-controlled-substances-placement-of-nine-specific-fentanyl-related-substances-in
https://www.federalregister.gov/documents/2016/08/12/2016-17954/denial-of-petition-to-initiate-proceedings-to-reschedule-marijuana
https://www.govinfo.gov/content/pkg/USCODE-2022-title21/pdf/USCODE-2022-title21-chap9-subchapII-sec321.pdf
https://www.govinfo.gov/link/uscode/21/355


   
 

   

 

effectiveness of drugs, to fairly and responsibly conclude the substance is safe 

and effective for use in treating a specific, recognized disorder.” 

 

The 2016 scheduling review of marijuana concluded: “Marijuana does not meet any of the five 

elements necessary for a drug to have a ‘currently accepted medical use.’” 

 

However, likely knowing marijuana would again fail to pass this established five-part test, which 

was previously used to assess marijuana and continues to be used to assess other drugs, the 

FDA developed a new “two-part test” (page 3 of 252). This new test “takes into account the 

current widespread medical use of marijuana under the supervision of licensed health care 

practitioners (HCPs) under state-authorized programs.” 

 

Part 1 “considered whether there is widespread current experience with medical use of 

marijuana in the United States by licensed HCPs operating in accordance with implemented 

state-authorized programs, where such medical use is recognized by entities that regulate the 

practice of medicine under these state jurisdictions.” 

 

Part 2 “evaluated whether there exists some credible scientific support for at least one of the 

medical conditions for which the Part 1 test is satisfied.” 

 

In effect, the latest review from the FDA asserted that marijuana has “currently accepted 

medical use” because it is prescribed by health care practitioners through medical marijuana 

programs––often following the passage of industry-funded ballot measures to create said 

medical marijuana markets.  

 

The FDA changed the established test used to determine whether a drug has “currently 

accepted medical use” in order to get the answer it wanted. If marijuana had been held to the 

same standards as other drugs, it would not have been deemed to have “currently accepted 

medical use,” due to the unfeasibility of measuring all strains and the insufficient amount of 

existing research into its safety and efficacy. 

 

Though the FDA made its determination based on marijuana’s prescription by health care 

practitioners, the DEA in 2016 specifically noted that “medical practitioners are not qualified by 

scientific training and experience to evaluate the safety and effectiveness of drugs.” Moreover, 

DEA explained, “based on the above definition of a ‘qualified expert’, who is an individual 

qualified by scientific training and experience to evaluate the safety and effectiveness of a drug, 

state-level medical marijuana laws do not provide evidence of a consensus among qualified 

experts that marijuana is safe and effective for use in treating a specific, recognized disorder.” 

 

If we analyze some of the FDA’s conclusions in this recommendation through the lens of the 

five-factor test, it’s clear that marijuana would fail. To pass the test, all five factors must be met. 

https://www.federalregister.gov/documents/2016/08/12/2016-17954/denial-of-petition-to-initiate-proceedings-to-reschedule-marijuana
https://www.federalregister.gov/documents/2016/08/12/2016-17954/denial-of-petition-to-initiate-proceedings-to-reschedule-marijuana


   
 

   

 

According to the evidence outlined by the FDA, marijuana would not meet any of the factors. 

Below, find the descriptions of each factor and a quote from the FDA recommendation showing 

that marijuana does not fulfill the respective factor. 

 

1. The drug’s chemistry must be known and reproducible. 

a. “Marijuana samples derived from various cultivated chemovars may vary with 

respect to their composition and concentration of various chemical constituents, 

including whether they contain significant amounts of Δ9-THC or other 

cannabinoids (Appendino et al., 2011; Smith et al., 2022). As a consequence, 

marijuana products from different strains will have differing biological and 

pharmacological profiles” (page 11 of 252). 

2. There must be adequate safety studies. 

a. FDA's evaluation in Part 2 is not meant to be, nor is it, a determination of safety 

and efficacy under the Federal Food, Drug, and Cosmetic Act's (FD& C Act's) drug 

approval standard for new human or animal drugs” (page 25 of 252). 

b. The clinical safety data identified in the literature from controlled trials were 

generally consistent between sources but limited in the rigor of safety reporting” 

(page 27 of 252). 

3. There must be adequate and well-controlled studies proving efficacy. 

a. “In evaluating whether there exists some credible scientific support under Part 2 

of the CAMU test for a particular use, factors considered in favor of a positive 

finding included whether: 1) favorable clinical studies of the medical use of 

marijuana, although not necessarily adequate and well-controlled clinical studies 

that would support approval of a NDA, have been published in peer-reviewed 

journals” (page 26 of 252). 

4. The drug must be accepted by qualified experts. 

a. “It is important to note that, to date, FDA has not approved an NDA for a drug 

product containing botanical marijuana” (page 4 of 252). 

b. “The American Psychiatric Association (APA)... stated that marijuana is known to 

worsen certain psychiatric conditions” (page 116 of 252). 

5. The scientific evidence must be widely available. 

a. “Our review of the available information identified mixed findings of 

effectiveness across indications” (page 26 of 252). 

 

 

Two-Factor Test Analysis: Part 1 
 

Part 1 of the FDA’s new, made-up test about whether marijuana has “currently accepted 

medical use” looked at “whether there is widespread current experience with medical use of 

marijuana in the United States by licensed HCPs operating in accordance with implemented 



   
 

   

 

state-authorized programs, where such medical use is recognized by entities that regulate the 

practice of medicine under these state jurisdictions.” The review said, “Currently, more than 

30,000 HCPs are authorized to recommend the use of marijuana for more than six million 

patients with medical conditions that are enrolled in authorized marijuana for medical use 

programs” (page 81 of 252). 

 

However, this does not mean that 30,000 health care practitioners actively recommend the use 

of marijuana to their patients, even if they are authorized to do so. An April 2023 study found 

only 10% of physicians “had ever signed a medical cannabis authorization form for their 

patients.”  

 

What’s more, cross referencing the number of practitioners who are authorized to prescribe 

medical marijuana, according to Table 4 of the report (page 96 of 252), by the number of 

physicians in a state, reported by the Kaiser Family Foundation, reveals that only a small 

minority of doctors even bother to become authorized to prescribe medical marijuana. In states 

with medical marijuana––but not recreational marijuana, where individuals would not need to 

seek a prescription––few doctors prescribe it: 

 

• 989 out of 8,169 physicians in Arkansas 

• 35 out of 4,557 physicians in Hawaii 

• 1,821 out of 9,595 physicians in Iowa 

• 122 out of 7,274 physicians in Mississippi 

• 1,273 out of 4,519 physicians in New Hampshire 

• 340 out of 2,271 physicians in North Dakota 

• 1,812 out of 56,658 physicians in Pennsylvania 

• 208 out of 2,254 physicians in South Dakota 

• 473 out of 7,421 physicians in Utah 

• 131 out of 5,882 physicians in West Virginia 

 

In states where medical marijuana is legal, there is not “currently accepted medical use” among 

physicians. In no state is there a 50.1% majority of physicians––which would indicate most 

accept its medical use––that utilize medical marijuana. 

 

 

Two-Factor Test Analysis: Part 2 
 

Part 2 of the made-up test “evaluated whether there exists some credible scientific support for 

at least one of the medical conditions for which the Part 1 test is satisfied.” To measure this, the 

“factors considered in favor of a positive finding included whether: 1) favorable clinical studies 

of the medical use of marijuana, although not necessarily adequate and well-controlled clinical 

https://pubmed.ncbi.nlm.nih.gov/37098170/
https://www.kff.org/other/state-indicator/total-active-physicians/?currentTimeframe=0&sortModel=%7B%22colId%22:%22Location%22,%22sort%22:%22asc%22%7D


   
 

   

 

studies that would support approval of a new drug application (NDA) , have been published in 

peer-reviewed journals and/or 2) qualified expert organizations (e.g., academic or professional 

societies, government agencies) have opined in favor of the medical use or provided guidance 

to HCPs on the medical use” (page 113 of 256). 

 

The first aspect lowers the bar for marijuana and does not require the same rigor or degree of 

evidence that is required for new drugs. These studies, or lack thereof, would not have led to 

marijuana’s approval if marijuana had been reviewed like other drugs. 

 

The FDA concludes that marijuana has a currently accepted medical use for three conditions: 

“anorexia related to a medical condition; nausea and vomiting (e.g., chemotherapy-induced); 

and pain” (page 29 of 252). Yet, by the FDA’s own admission, the research supporting these 

claims are mixed at best. 

 

Pain 

The recommendation explained that “the largest evidence base for effectiveness exists for 

marijuana use within the pain indication.” The first piece of evidence the FDA uses to support 

the medical use of marijuana for pain is “a systematic review of scientific and medical 

literature” conducted by the University of Florida (UF) under contract with the FDA. The FDA 

touts the study, writing, “UF epidemiologists identified some data supporting effectiveness of 

marijuana.” In the same paragraph, though, the FDA undermines the UF study entirely, stating, 

“however, they [UF] ultimately concluded the results are inconclusive or mixed” (pages 26-27 of 

252). 

 

The strongest evidence the FDA cites suggesting that marijuana assists with pain is the National 

Academies of Sciences & Medicine (NASEM) report from 2017, which concluded that there is 

“substantial evidence” that marijuana helps with pain (page 27 of 252). The NASEM report itself 

states that the most comprehensive study supporting this notion was Whiting et al. (2015). In 

the “Results” section of Whiting et al., the authors write, “Most trials showed improvement 

in symptoms associated with cannabinoids but these associations did not reach statistical 

significance in all trials.” The odds ratio (OR) interval for the “reduction in pain” category was 

0.99-2.00, indicating that Whiting et al. did not find that marijuana reduced pain at a 

statistically significant value. Further, Whiting et al. had to issue four corrections to their paper 

after publishing incorrect values and graphs. 

 

The only other source the FDA used to justify its assessment that marijuana is effective for pain 

management was the Agency for Healthcare Research and Quality’s (AHRQ) living systematic 

review. The FDA admits, though, that the AHRQ review “concluded that there is some support 

for the use of marijuana-related products in the treatment of pain, but overall concluded these 

effects were small and the increased risk of dizziness, nausea, and sedation may limit the 

benefit” (page 27 of 252). 

https://jamanetwork.com/journals/jama/fullarticle/2338251


   
 

   

 

 

Anorexia, Nausea, and Vomiting 

The FDA only used one study (the UF review) to justify its claim the marijuana is accepted as 

medicine for anorexia and nausea and vomiting. The UF review noted that there is only “low- to 

moderate-quality evidence supporting the use of marijuana as medical treatment” for these 

conditions. Further, the FDA acknowledges that its own “review of systematic reviews showed 

mixed results for these indications” (page 27 of 252).  

 

The second aspect, about whether expert organizations support the medical use of marijuana, 

concluded, “The vast majority of professional organizations did not recommend the medical use 

of marijuana in their respective specialty however, none specifically recommended against it, 

with the exception of the American Psychiatric Association (APA), which stated that marijuana 

is known to worsen certain psychiatric conditions” (page 201 of 252). Given that “the vast 

majority of professional organizations did not recommend the medical use of marijuana,” this 

should have been interpreted to mean that there is no “currently accepted medical use” for 

marijuana. Additionally, many leading medical associations oppose medical marijuana, 

particularly when it is not the result of an NDA. For example: 

 

• The American Psychiatric Association said, “There is currently no scientific evidence 

to support the use of cannabis as an effective treatment for any psychiatric illness,” 

noting that “much of the evidence supporting cannabis use for non-psychiatric 

medical diagnoses remains anecdotal and based on small, limited studies.”  

• The American Academy of Pediatrics “opposes ‘medical marijuana’ outside the 

regulatory process of the US Food and Drug Administration,” adding that the 

organization “opposes legalization of marijuana because of the potential harms to 

children and adolescents.”  

• The American Medical Association, in 2023, took the position that “scientifically 

valid and well-controlled clinical trials conducted under federal investigational new 

drug applications are necessary to assess the safety and effectiveness of all new 

drugs, including potential cannabis products for medical use.” 

 

 

Abuse Potential: Hand-Picked Selection of Comparator Drugs 
 

Though the designation of marijuana as having “currently accepted medical use” is the most 

notable point of the HHS report, the FDA also reviewed data about its abuse potential and 

impacts for public health and safety. Many of the FDA’s arguments were misleading, half-

truths, or omitted contradictory information. A few of the most glaring examples are outlined 

below. 

 

https://www.psychiatry.org/getattachment/eb4dd0ee-f546-40f3-ac41-285cea9d4f21/Resource-Document-2018-Opposition-to-Cannabis-as-Medicine.pdf
https://watermark.silverchair.com/peds_2014-4146.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAAygwggMkBgkqhkiG9w0BBwagggMVMIIDEQIBADCCAwoGCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQMYLY2qYNGfYwC3VAwAgEQgIIC27IPNM9zpnwwKn4YwK3G9sEVg7XTqWOMJYu_brBZo70aMjGRZ8gnLI9h8zR2he0x6rcvgRT-zCyS51Yffa96hmPsmqtNJ1yR84SE8JJzihX7JEZn_O0E4xZJ0f9gtVs0PWm1y2zGhih2VTUHA2liWcvaWHuadm1d65NsGtd9DxDGxZS6VCRAjvkPXj5ClF9UlZvlx63jWvUf63tCMRXzyLGI6JfEIvCJ0sBCuzodEY1IwiCsCbzbx7Dwe1KzwuECRVoVZa5q8_CFijq5NlTSOOAV73WOdf1MM7Az7Sjy97lspePYbVlkX8DIxG12_qOWaEtJ108h4DBSupv7MW-Tv3JGRecKGKtPjCvqh1LRrJEuZ7-As-DObsXtiIvUbrPmG2vhLhhTST8lthcFJWHoG9725Yeb4mzIs2ipfgcvBXdqP6lUFglJFp5ojxnMRD6kO0_FGYK7h2B0glwW16kQ_IT0o_N6D9355tvG4v85H4mXio0uaMWDRJx2hhT_PDR3VigEf8zFriswBnJ1Xz4pv3NikhLVD5fInMMdL-K7bNA3sy_c2DNc3O9eD7e7Hx4O_KKdxtzW_q4IwcJtEe2tL4bqQUIrSvE-coZDDRVQqxT6sPEjch3Oi0_dHIzmPaIX0fI1vD-a8KaGmq73cYm5NBGrOT2sr6ewNjqAYHPC4Dm3M-BydS-6EbeQSKpuXduH9qacRdvQgBYMWZ7ZN2BjqWaV0pp86F4WrmjGG0pP1_gppZRGHiUAU5eTonaYBW76gYNffC1XPFR85Da
https://policysearch.ama-assn.org/policyfinder/detail/Marijuana?uri=%2FAMADoc%2Fdirectives.xml-D-95.969.xml


   
 

   

 

The review said, “FDA evaluated safety outcomes related to marijuana use in the setting of 

nonmedical use, use of uncertain intent, and unintentional exposure through a variety of 

epidemiological data sources and in relation to several comparator substances controlled under 

the CSA” (page 28 of 252). 

 

Other than ketamine, a Schedule III drug, the FDA did not compare the abuse of marijuana to 

any hallucinogens, many of which are in Schedules I and II. Psilocybin (mushrooms), LSD, 

peyote, mescaline, MDMA (ectsasy), and DMT are Schedule I substances; PCP is Schedule II––all 

of these drugs are included in the annual National Survey on Drug Use and Health (NSDUH), 

which would have allowed for their inclusion in the HHS’ review. Additionally, all hallucinogens 

but DMT have higher rates of past-year use than ketamine, making ketamine an odd choice for 

inclusion as the only hallucinogen, the NSDUH found. In 2022, the NSDUH reported there were 

more past-year marijuana users than past-year users of any hallucinogen, combined. While 

approximately 31 in 100 marijuana users developed a cannabis use disorder, only 1.2 in 100 

hallucinogen users developed a hallucinogen use disorder––yet many of these substances 

remain placed in Schedules I or II. The NSDUH reported past-year hallucinogen users had an 

average of 15.3 days of use, compared to 142.1 days among past-year marijuana users. If other 

or additional hallucinogens had been included as comparators, marijuana would have had a 

much greater perceived potential for abuse. 

 

The review said, "Out of 1.4 million admissions documented in the 2020 TEDS dataset, the most 

frequently reported primary drug of admission was alcohol (31%, n= 442,014 admissions), 

followed by heroin (21%, n=292,126 admissions), marijuana (10%, n=139,481 admissions), and 

cocaine (5%, n=71,725 admissions). Other comparator drugs, including oxycodone, 

benzodiazepines, hydrocodone, ketamine, or tramadol, were each reported as the primary drug 

less than 2% of admissions.” Though omitted from the FDA’s review, TEDS also reported that 

“hallucinogens” were the primary substance for only 1,899 admissions, or 0.13% of all 

admissions––there were 73 times more admissions for marijuana. 

 

Moreover, the CDC’s WONDER database indicated there were 25 overdose deaths that listed 

either LSD (ICD-10 code: T40.8) or “Other and unspecified psychodysleptics [hallucinogens]” 

(T40.9) as a contributing cause of death in 2021. In comparison, “cannabis derivatives” (T40.7) 

were listed alongside 1,159 overdose deaths. 

 

The lack of inclusion of hallucinogens other than ketamine led the FDA to conclude that “The 

risks to the public health posed by marijuana are low compared to other drugs of abuse (e.g., 

heroin, cocaine, benzodiazepines), based on an evaluation of various epidemiological databases 

for ED visits, hospitalizations, unintentional exposures, and most importantly, for overdose 

deaths” and “These evaluations demonstrate that there is consistency across databases, across 

substances, and over time and that although abuse of marijuana produces clear evidence of a 

risk to public health, that risk is relatively lower than that posed by most other comparator 

https://www.dea.gov/sites/default/files/2020-06/Psilocybin-2020_0.pdf
https://www.justice.gov/archive/ndic/pubs4/4260/4260p.pdf
https://www.dea.gov/sites/default/files/2020-06/Peyote%20and%20Mescaline-2020_0.pdf
https://www.dea.gov/sites/default/files/2020-06/Peyote%20and%20Mescaline-2020_0.pdf
https://www.dea.gov/sites/default/files/2020-06/Ecstasy-MDMA-2020_0.pdf
https://www.deadiversion.usdoj.gov/drug_chem_info/dmt.pdf
https://www.justice.gov/archive/ndic/pubs4/4440/4440p.pdf
https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect1pe2022.htm
https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect1pe2022.htm
https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect5pe2022.htm
https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect8pe2022.htm
https://www.samhsa.gov/data/sites/default/files/reports/rpt38665/2020_TEDS%20Annual%20Report-508%20compliant_1182023_FINAL.pdf
https://wonder.cdc.gov/mcd-icd10-provisional.html


   
 

   

 

drugs” (page 58 of 252). Compared to hallucinogens, of which many are in Schedule I, 

marijuana would be perceived as much more harmful; with the selective inclusion of 

comparators like heroin, also in Schedule I, marijuana would be perceived as much less harmful. 

 

The review noted, “Typically, substances that are not controlled under the CSA are not utilized 

as comparator drugs for scheduling placement considerations because they may not have been 

formally evaluated for abuse potential in standard preclinical and clinical abuse-related studies. 

However, alcohol is included in the analyses because of its extensive availability and use in the 

United States, which is also observed for nonmedical use of marijuana (also known as 

recreational use of marijuana)” (page 6 of 252). 

 

Given that alcohol was explicitly exempted from the CSA, it should not have been used as a 

comparator substance. The inclusion of alcohol skews the presentation of the data, 

downplaying the relative risks of marijuana, for example with: “These data demonstrate that 

alcohol has the highest prevalence of past-year only use, followed by nonmedical use of 

marijuana. The prevalence of the other comparators is far below that of alcohol and marijuana” 

(page 34 of 252). Alcohol is not used to determine the scheduling of fentanyl and other 

narcotics; it should not have been used to review marijuana. 

 

 

FDA Ignored Impacts on Pregnant Woman and Children 
 

Factor 6, “what, if any, risk there is to public health,” did not consider or include the unique 

risks that marijuana poses to pregnant women (page 45 of 252). 

 

The Substance Abuse and Mental Health Services Administration (SAMHSA) warned, 

“Marijuana use during pregnancy can be harmful to a baby’s health and cause many serious 

problems, including stillbirth, preterm birth, and growth and development issues,” adding that 

“THC and other chemicals in marijuana can be passed to a baby through breast milk, increasing 

the baby’s risk for problems with brain development.” The CDC noted, “studies suggest that 

marijuana use by persons during pregnancy could be linked to problems with attention, 

memory, problem-solving skills, and behavior in their children later in life.” And the FDA 

“strongly advises against the use of cannabidiol (CBD), tetrahydrocannabinol (THC), and 

marijuana in any form during pregnancy or while breastfeeding.” A new study conducted by 

Duke Health found that marijuana use during pregnancy is linked to increases in childhood 

cancers. Of note, the effects of marijuana on pregnant women were referenced in the 2016 

scheduling review of marijuana. 

 

According to the NSDUH, the percentage of pregnant women between the ages of 15 and 44 

that used marijuana in the past month increased from 7.1% in 2021 to 7.9% in 2022. In 

https://www.samhsa.gov/marijuana/marijuana-pregnancy
https://www.cdc.gov/marijuana/health-effects/pregnancy.html
https://www.fda.gov/consumers/consumer-updates/what-you-should-know-about-using-cannabis-including-cbd-when-pregnant-or-breastfeeding
https://aacrjournals.org/cebp/article-abstract/doi/10.1158/1055-9965.EPI-23-1027/733389/Maternal-Prenatal-Use-of-Alcohol-Tobacco-and
https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect8pe2022.htm


   
 

   

 

comparison, it reported cocaine at 0.0%, heroin at 0.0%, LSD at 0.0% (any hallucinogen at 

0.4%), opioids at 0.8%, and alcohol at 11.0%––again highlighting how the inclusion of alcohol 

changes the frame of reference. Of particular concern, the NSDUH also found that 15.3% of 

pregnant women between the ages of 18 and 25 used marijuana in the past month. 

 

 

FDA Downplayed Impact of Daily Marijuana Use 
 

The review said, “In NSDUH, among people with past-year marijuana nonmedical use, 

approximately half of individuals reported nonmedical marijuana use an average of less than 5 

days/month while another 30% reported nonmedical marijuana use for an average of more 

than 20 days/month” (page 8 of 252). 

 

While the FDA compared marijuana to alcohol, cocaine, and heroin for other measures, it did 

not for this one. Marijuana is misused much more frequently than many other drugs. According 

to the 2022 NSDUH, past-month marijuana users used marijuana on an average of 16.2 days. In 

comparison, the average for alcohol was 8.1 days, hallucinogens was 2.8, cocaine was 6.4, and 

heroin was 20.3. Moreover, the average number of days of use among past-year users was 

142.1 for marijuana, 15.3 for hallucinogens, 41.5 for cocaine, 89.1 for alcohol, and 173.8 for 

heroin. 

 

While past-month use is indicative of heavier use, compared to past-year use, the FDA omitted 

the NSDUH’s estimates of the prevalence of daily use (page 35 of 252). In 2022, according to 

the NSDUH, there were 15.07 million daily marijuana users, compared to 116,000 daily cocaine 

users, 272,000 daily heroin users, 37,000 daily hallucinogen users, and 11.75 million daily 

alcohol users. Moreover, they found 24.4% of past-year marijuana users were daily users, 

compared to 2.2% of cocaine users, 0.4% of hallucinogen users, 26.0% of heroin users, and 6.6% 

of alcohol users. Among past-month users, 48.4% of marijuana users were daily users, 

compared to 9.8% of cocaine users, 2.4% of hallucinogen users, and 15.1% of alcohol users 

(heroin was omitted from SAMHSA’s results due to “low precision”). 

 

The review said, “there was a 30% prevalence of meeting the criteria for marijuana SUD among 

individuals who used marijuana for nonmedical reasons only, with 17% of individuals with past-

year nonmedical only use having a mild SUD, 8% having a moderate SUD, and 5% having a 

severe SUD” (page 41 of 252). 

 

Yet FDA did not track increases over time. There were 15.07 million daily marijuana users in 

2022, up from 13.30 million in 2021. Beyond the 13.89% increase in cannabis use disorder 

between 2021 and 2022 estimated by the NSDUH, there was an 8.51% increase in mild cases, a 

https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect8pe2022.htm
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https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect8pe2022.htm
https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect8pe2022.htm
https://www.samhsa.gov/data/sites/default/files/reports/rpt42728/NSDUHDetailedTabs2022/NSDUHDetailedTabs2022/NSDUHDetTabsSect8pe2022.htm


   
 

   

 

20.32% increase in moderate cases, and a 22.88% increase in severe cases, indicating that the 

severity of cannabis use disorder has been increasing. 

 

 

Misleading Statistics on Driving Under the Influence 
 

The review stated, “The prevalence of driving under the influence of a drug when all individuals 

over the age of 16 are combined was 4% for marijuana and 5% for alcohol, with less than 1% for 

cocaine and for heroin” (page 51 of 252). 

 

This statistic is misleading because it did not adjust for usage rates. The FDA should have 

reported the percentage of past-year users who drove under the influence of the substance, 

rather than the share of the entire population––which raises the relative share of alcohol 

because it is has a higher rate of use. For example, in 2022, 20.4% of past-year marijuana users 

over the age of 16 drove under the influence of marijuana, compared to 8.9% of past-year 

alcohol users over the age of 16 who drove under the influence of alcohol, according to the 

NSDUH. 

 

Likewise, the review failed to consider traffic fatalities due to drivers under the influence of 

marijuana as a harm to public health––the 2016 scheduling review of marijuana referenced the 

possibility for an increase in traffic accidents and deaths associated with marijuana. Multiple 

analyses have reported that the presence of THC, the psychoactive component in marijuana, 

doubles the likelihood of a driver being involved in a crash. A 2022 report from the NTSB noted 

that marijuana is the second most commonly detected substance after alcohol in arrests for 

impairment and crashes–it is more often detected than stimulants, sedatives, and prescription 

drugs. Moreover, since recreational marijuana was legalized in Colorado 2013, traffic deaths 

where drivers tested positive for marijuana increased 138% while all Colorado traffic deaths 

increased 29%. 

 
For questions and inquiries, please contact info@learnaboutsam.org 

Website: www.learnaboutsam.org 
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